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t in 35 U.S.C. 371(b) and PCT Articles 22 and 39(1). 



A proper Demand for Intemational Preliminary Examination was made by the 19th month from the earhest claimed priority date. 
A copy of the Intemational Application as filed (35 U.S.C. 371(c)(2)) 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re application of: Art Unit: Not Assigned 

FUKAYA, et al. Examiner: Not Assigned 




Serial No: Not Assigned 

Filed: November 2, 2001 

For: BALLOON CATHETER 

PRELIMINARY AMENDMENT 

Box PCT 

, Commissioner for Patents 
' Washington, D.C. 20231 

p Dear Sir: 

Prior to the first Office Action in the present application, please enter and 
p consider the following amendments and remarks: 
\ IN THE CLAIMS : 

r Please replace the text of claims 11, 13, 14, 16, 18, 19, 20, 21, 26, 27 and 28 

:~ with the following text: 

p 11. The balloon catheter according to claim 4, wherein said polyester 

elastomer material has a hard segment and a soft segment in its molecule; and ratio 
of soft segment in the material configuring said balloon is adjusted to be less than 
the ratio of soft segment in the material configuring the outermost surface of said 
first tubular member or the material configuring the layer thereof adjacent to said 
balloon. 

13. The balloon catheter according to claim 32, wherein said polyamide 
elastomer material is a polyamide elastomer having a hard segment and a soft 
segment in its molecule; and the ratio of said soft segment is adjusted to be larger 
than 14%. 
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14. The balloon catheter according to any one of claims 1 to 3 and 6 to 8, 
wherein the innermost surface of said first tubular member is configured from a 
high-density polyethylene. 

16. The balloon catheter according to any one of claims 1 to 3 and 6 to 8, 
wherein said balloon is made fi:om a polymer blend material of a fist polymer 
component and a second polymer component that are each thermoplastic elastomers 
having a hard segment and a soft segment; said first polymer component has a 
higher Shore hardness than said second polymer component; and both said first 
polymer component and said second polymer component are thermoplastic 
elastomers having hard segments with same repeating unit structure and soft 
segments with same repeating unit structure. 

18. The balloon catheter according to claim 16, wherein said first polymer 
component and said second polymer component are polyester elastomers. 

19. The balloon catheter according to claim 16, wherein said first polymer 
component and said second polymer component are polyamide elastomers. 

20. The balloon catheter according to claim 16, wherein said first polymer 
component (A) and said second polymer component (B) are blended in a weight ratio 
of (A)/(B) = 98/2to 10/90. 

21. The balloon catheter according to any one of claims 1 to 3 and 6 to 8, 
wherein said first tubular member is deployed to pass through the interior of said 
balloon, and the balloon catheter has such structure that said balloon and the outer 
surface of said first tubular member are concentrically fused near the distal end of 
said catheter; and a second tubular member configuring the outer surface of said 
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catheter is niade from a material that can be fused with said balloon, and is 
deployed and connected on the proximal side of said balloon. 

26. The balloon catheter according to 22, wherein length of said straight 
tube part in longitudinal axis direction is adjusted within a range of 8 mm to 80 
mm. 

27. The balloon catheter according to any one of claims 1 to 3 and 6 to 8, 
wherein said balloon catheter is a rapid exchange type balloon catheter having a 
structure in which the proximal end of said first tubular member is opened midway 
along the catheter shaft. 

28. The balloon catheter according to any one of claims 1 to 3 and 6 to 8, 
wherein the leading end part of said balloon catheter comprising said balloon is 
protected by a protective device comprising a protective pipe part for protectively 
covering said leading end part comprising said balloon, and a coupling adapter for 
coupling with a flushing fluid supplying instrument so as to be freely detachable. 

Please add the following new claims 32-37: 

32. The balloon catheter according to claim 5, wherein said polyamide 
elastomer material has a hard segment and a soft segment in its molecule; and ratio 
of soft segment in the material configuring said balloon is adjusted to be less than 
the ratio of soft segment in the material configuring the outermost surface of said 
first tubular member or the material configuring the layer thereof adjacent to said 
balloon. 

33. The balloon catheter according to claim 9, wherein said polyester 
elastomer material has a hard segment and a soft segment in its molecule; and ratio 
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of soft segment in the material configuring said balloon is adjusted to be less than 
the ratio of soft segment in the material configuring the outermost surface of said 
first tubular member or the material configuring the layer thereof adjacent to said 
balloon. 

34. The balloon catheter according to claim 33, wherein: said polyester 
elastomer material is a polyester elastomer having a hard segment and a soft 
segment in its molecule; and ratio of said soft segment is adjusted to be larger than 
13%. 

35. The balloon catheter according to claim 10, wherein said polyamide 
elastomer material has a hard segment and a soft segment in its molecule; and ratio 
of soft segment in the material configuring said balloon is adjusted to be less than 
the ratio of soft segment in the material configuring the outermost surface of said 
first tubular member or the material configuring the layer thereof adjacent to said 
balloon. 

36. The balloon catheter according to claim 35, wherein: said polyester 
elastomer material is a polyester elastomer having a hard segment and a soft 
segment in its molecule; and ratio of said soft segment is adjusted to be larger than 
13%. 

37. The balloon catheter according to 24, wherein length of said straight 
tube part in longitudinal axis direction is adjusted within a range of 8 mm to 80 
mm. 
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REMARKS 

Claims 11, 13, 14, 16, 18, 19, 20, 21, 26, 27 and 28 are amended; marked up 
versions of the amended claims are attached hereto pursuant to 37 C.F.R. 
§ 1.121(c)(ii). New claims 32-37 are added. Claims 1-37 are pending in the 
application. 

Entry of this Amendment is respectfully requested to correct multiple 
dependency of claims. 

It is respectfully submitted that the application is in condition for allowance. 
If for any reason the Examiner finds the application other than in condition for 
allowance, the Examiner is requested to call the undersigned attorney at the Los 
Angeles, California telephone number (213) 337-6700 to discuss the steps necessary 
for placing the application in condition for allowance. 

If there are any fees due in connection with the filing of this response, please 
charge the fees to our Deposit Account No. 50-1314. 



Respectfully submitted, 



Date: November 2, 2001 




Registration No. 44,228 
Attorney for Applicant(s) 



500 South Grand Avenue, Suite 1900 
Los Angeles, California 90071 
Phone: 213-337-6700 
Fax: 213-337-6701 
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Version with markings to show changes made: 

11. The balloon catheter according to claim 4, [5, 9, or 10,] wherein said 
polyester elastomer material [or said polyamide elastomer material] has a hard 
segment and a soft segment in its molecule; and ratio of soft segment in the 
material configuring said balloon is adjusted to be less than the ratio of soft 
segment in the material configuring the outermost surface of said first tubular 
member or the material configuring the layer thereof adjacent to said balloon. 

13. The balloon catheter according to claim [11] 32, wherein said 
polyamide elastomer material is a polyamide elastomer having a hard segment and 
a soft segment in its molecule; and the ratio of said soft segment is adjusted to be 
larger than 14%. 

14. The balloon catheter according to any one of claims 1 to [13] 3 and 6 to 
8, wherein the innermost surface of said first tubular member is configured from a 
high-density polyethylene. 

16. The balloon catheter according to any one of claims 1 to [15] 3 and 6 to 
8, wherein said balloon is made from a polymer blend material of a fist polymer 
component and a second polymer component that are each thermoplastic elastomers 
having a hard segment and a soft segment; said first polymer component has a 
higher Shore hardness than said second polymer component; and both said first 
polymer component and said second polymer component are thermoplastic 
elastomers having hard segments with same repeating unit structure and soft 
segments with same repeating unit structure. 

18. The balloon catheter according to claim 16 [or 17], wherein said first 
polymer component and said second polymer component are polyester elastomers. 
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19. The balloon catheter according to claim 16 [or 17], wherein said first 
polymer component and said second polymer component are polyamide elastomers. 

20. The balloon catheter according to [any one of claims] claim 16 [to 19], 
wherein said first polymer component (A) and said second polymer component (B) 
are blended in a weight ratio of (A)/(B) = 98/2 to 10/90. 

21. The balloon catheter according to any one of claims 1 to [20] 3 and 6 to 
8, wherein said first tubular member is deployed to pass through the interior of said 
balloon, and the balloon catheter has such structure that said balloon and the outer 
surface of said first tubular member are concentrically fused near the distal end of 
said catheter; and a second tubular member configuring the outer surface of said 
catheter is made from a material that can be fused with said balloon, and is 
deployed and connected on the proximal side of said balloon. 

26. The balloon catheter according to [any one of claims] 22 [to 26], 
wherein length of said straight tube part in longitudinal axis direction is adjusted 
within a range of 8 mm to 80 mm. 

27. The balloon catheter according to any one of claims 1 to [26] 3 and 6 to 
8, wherein said balloon catheter is a rapid exchange type balloon catheter having a 
structure in which the proximal end of said first tubular member is opened midway 
along the catheter shaft. 

28. The balloon catheter according to any one of claims 1 to [27] 3 and 6 to 
8, wherein the leading end part of said balloon catheter comprising said balloon is 
protected by a protective device comprising a protective pipe part for protectively 
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covering said leading end part comprising said balloon, and a coupling adapter for 
coupling with a flushing fluid supplying instrument so as to be freely detachable. 
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BALLOON CATHETER 
BACKGROUND OF THE INVENTTON 



1- Field of thft TnvP.ntinn 



This invention relates to a balloon catheter used 
primarily in medical treatment and surgery for the 
purpose of dilating lesion sites such as strictures or 
blockages in passages in the body, and more particularly 
to a balloon catheter used in percutaneous translumin 
angioplasty (PTA) and percutaneous translumin coronary 
angioplasty (PTCA), etc., for forming peripheral blood 
vessels, coronary arteries, and valves - 



2. Descrintion o-F t he Related Art 



Balloon catheters are used primarily in internal 
passage anaplasty performed on internal passages that 
have become constricted or blocked. In general, a 
balloon catheter is structured such that it has a balloon 
connected to an expansion lumen for supplying a 
pressurized fluid in the leading end portion of a tubular 
catheter shaft having a plurality of lumens in the 
interior thereof, and such that it has ports that connect 
to the lumens in the base end part . In its normal 
condition the balloon is folded up against the catheter 
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shaft. An example of PTCA therapy is now described 
wherein this type of balloon catheter is used. First, a 
guide catheter is inserted from the site of centesis, and 
passed through the aorta, and the leading end thereof is 
positioned at the entrance to a coronary artery. Next, 
the guide wire inserted into and passed through the guide 
wire lumen is advanced until it passes the stricture in 
the coronary artery, whereupon the balloon is inserted 
along the guide wire and made to be co located with the 
stricture. Then, using a hypodermic syringe or the like, 
a pressurized fluid is passed through the inflation lumen 
to the balloon, the balloon is inflated. and that 
stricture is subjected to dilatation therapy. After the 
stricture has been sufficiently dilated, the balloon is 
made to contract under reduced pressure, folded up, and 
removed to the outside of the body, whereupon the PTCA is 
finished. In the procedure here exemplified, the 

description is of an example of use in coronary stenosis 
dilatation, but the balloon catheter is widely used in 
dilatation therapy in other vascular lumen and in the 
somatic cavity. 

Balloon catheters are mainly inserted into internal 
passages that are being treated, and dilatation therapy 
conducted by introducing internal pressure at the site of 
therapy. Accordingly, what are demanded therein in terms 
of functional characteristics are sufficient strength so 



that the balloon does not fail when pressure necessary 
for inflation is introduced, and the capability of being 
controlled safely at desired inflation sizes. In many 
cases, moreover, particularly in the vascular system, it 
is necessary to effect insertion from the insertion 
opening along a blood vessel to the lesion or prescribed 
site to achieve the object of therapy, and for that 
reason the controllability of the catheter is crucial. 

The catheter is generally configured of a long, 
slender, tubular member. It must be manipulated so that 
it is passed from the insertion opening on the outside of 
the body through sites inside the body that are curved or 
that have become narrow and constricted. For that reason, 
forces applied to the end of the catheter on the outside 
of the body must be effectively communicated to the 
leading end part, and flexibility is also required to be 
able to cope with curved parts. In addition, because the 
catheter is usually used with a guide wire passing 
through the interior thereof, another important 
characteristic is that the friction resistance of the 
catheter against the guide wire be small so that it can 
always be moved smoothly, so that there is no loss in the 
communication of forces applied. In order to realize 
these controllability factors, several particulars are 
demanded in terms of the configuration of a balloon 
catheter in general, namely (1) that the leading end 
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(distal) portion exhibit flexibility so that it can 
follow curved internal passages well, (2) that the 
operator-end (proximal) portion exhibit some degree of 
strength so that forces are communicated well to the 
distal end, and (3) that the tubular member or members 
exhibit low friction and good sliding properties in order 
to keep friction resistance low in order to pass the 
guide wire. In order to satisfy these demands, catheters 
are usually made of a polyethylene, or a high- strength 
polyamide, or a high- strength polyamide elastomer. 

What is a particularly critical flexibility property 
is the flexibility of the balloon portion, and vicinity 
thereof, at the distal end of the catheter. That part is 
of course soft, and will often be inserted into curved 
segments, and, furthermore, it slides against the softest 
portion of the guide wire that is inserted in the 
interior thereof. It is therefore required that there be 
no discontinuity in this flexibility. The reason is that, 
when the catheter is deployed in a curved segment, if 
there is discontinuity in the flexibility, discontinuity 
will also develop in the way the catheter bends, the 
guide wire resistance in that portion will become 
significantly larger, and that will cause controllability 
to decline. 

At the distal end of a catheter, in general, a fixed 
portion of the tubular member exists as a foremost end 



"tip," the purpose whereof is to pass the balloon and 
guide wire. When this tip portion is hard, the 
difference in flexibility with the guide wire emerging 
from the tip becomes great, the guide wire readily bends 
at that place, and, as a result, a large decline in 
controllability ensues. 

In the case of a lesion site at which calcification 
has advanced, moreover, when an attempt is made, after 
the guide wire has been passed through such a site, to 
pass the balloon catheter through along the guide wire, 
if the tip portion is hard, a phenomenon is observed very 
frequently where the tip portion hangs up at the lesion 
site that has calcified and hardened, so that it cannot 
be passed through. 

In recent years, furthermore, in vascular dilatation 
therapy, frequent use is made of a metal dilatation piece 
that remains in place, generally called a stent. It is 
necessary to pass the balloon catheter through the inside 
of the stent, both in order to perform anaplastic 
dilatation after stent dilatation (post-dilatation), and 
when strictures have reformed inside the stent or on the 
distal side of the stent. If at such time the tip 
portion is hard, similarly as the calcified lesion, a 
problem arises in that the balloon catheter catches on 
the metal stent and will not pass. 
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As described earlier, it is important to make the 
leading end portion of the balloon catheter— and 
especially the tip portion-flexible, and so as not to 
exhibit a large difference in hardness with the other 
portions of the catheter. In terms of methods for 
fabricating the tip portion, there is the method of 
securing the balloon and the tubular member for passing 
the guide wire with an adhesive, and the method of 
securing them by fusion. Whereas there is a tendency for 
the tip portion to become harder due to the presence of a 
layer of the adhesive used with the adhesive method, with 
the fusion method, not only is there no layer of adhesive, 
but making the diameter thinner by a thermal process is 
easier during fusion or after fusion, wherefore the 
fusion method is advantageous for effecting flexibility. 

However, in conventional catheters, polyethylene, 
which is a polyolefin material, and particularly high- 
density polyethylene exhibiting high low- friction 
properties, has been frequently used in the tubular 
member for passing the guide wire (i.e. the guide wire 
passing tubular member). As a low-friction material, 
high-density polyethylene is outstanding, but it is poor 
in terms of fusability and bondability with the other 
main materials, and cannot be fused with any other than a 
polyolefin material, wherefore only bonding means have 
been available with other materials . With balloons made 
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of polyolefin materials, it is impossible of make the 
skin thin in the portion that becomes fusion material due 
to the need for cross -linking in the material, wherefore, 
as a result, it has not been possible to make the tip 
portion flexible even by fusion. High-density 
polyethylenes that exhibit outstanding low friction 
properties are inferior in flexibility, while the low- 
density polyethylenes that are comparatively flexible are 
almost never used because the friction and sliding 
properties decline precipitously as the flexibility 
thereof increases. And when a polyethylene single-layer 
tubular member is used for the guide wire passing tubular 
member, it has been very difficult to impart adequate 
flexibility to the tip portion. 

There are also commercially available balloon 
catheters that are configured with a two-layer tube, with 
the inside of the tubular member for passing the guide 
wire made of polyethylene and the outside made of 
polyamide, using a polyamide for the balloon having the 
same properties as that tubular member. However, it has 
not been possible thereby to impart sufficient 
flexibility to the tip portion because polyamides 
generally have a higher elastic modulus than 
polyethylenes . 

There are also commercially available balloon 
catheters that are configured with a polyamide elastomer 
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balloon and a guide wire passing tubular member made of a 
polyamide elastomer having higher hardness and a higher 
melting point than the balloon, wherein the balloon and 
the tubular member are fused together, but the tip 
portions thereof have not been adequately flexible 
because a harder material is deployed in the guide wire 
passing tubular member than in the balloon. 

That being so, the object that a first invention 
would achieve is to provide a balloon catheter exhibiting 
outstanding controllability, and outstanding flexibility 
in the tip portion that is an improved distal -side 
foremost end in the catheter. 

Furthermore, various properties other than those 
described in the foregoing are required in the balloons. 
Taking a PTCA balloon catheter as an example, when 
dilating a hard stricture that has calcified or where a 
stent has been left in place, high pressure-withstanding 
strength becomes necessary, but materials exhibiting high 
pressure-withstanding strength tend generally to lack 
flexibility. In order to reach that stricture through a 
narrow, curved vascular lumen, however, high flexibility 
and thin balloon skin are required. This balloon 
flexibility is closely related to the performance of the 
balloon when causing it to cross (pass) or recross 
(repass) a stricture (i.e. the crossing or recrossing 
performance). If balloon flexibility is not maintained, 
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recrossing performance declines, particularly when 
reusing the balloon. 

Another characteristic that is required is that 
vascular walls not be impaired by over- dilation when the 
balloon is subjected to high pressures during the 
dilatation of hard strictures. That is, the limitation 
on the elongation in the radial dimension relative to the 
inflation pressure in the balloon (compliance 
characteristic) is very critical. The compliance 

characteristic is classified into and defined at three 
different levels, based on differences in responsiveness 
to inflation pressure, namely: (1) non- compliant , the 
level of compliance characteristic wherewith elongation 
is most limited, defined as a rate of change in balloon 
diameter of 2% to 7% when the inflation pressure ranges 
from 6 atm to 12 atm, (2) serai - compliant , defined as a 
rate of change in balloon diameter of 7% to 16% relative 
to the same variation in inflation pressure, and (3) 
compliant, defined as a rate of change in balloon 
diameter of 16% to 40% relative to the same variation in 
inflation pressure. 

In order to prevent over -dilatation of vascular 
walls when dilating hard strictures under high pressure, 
the balloon compliance characteristic should be semi- 
corapliant, and preferably non- compliant . However, 
although the ideal balloon exhibits abundant flexibility, 
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high pressure -withstanding strength, and suitable 
elongation (compliance characteristic), these 

characteristics are mutually contradictory from the 
perspective of the physical properties of the balloon 
material. With a view to realizing good balance in these 
mutually contradictory characteristics, many advanced 
technologies are being developed wherein the polymer 
blend materials represented below are used. 

One example of an advanced technology wherein a 
polymer blend material is applied in a limited way to a 
balloon is seen in the "balloon for use in medical 
treatment apparatuses, consisting of a thermoplastic 
elastomer" described in TOKUHYO H9-506008 (published) - 
Disclosed in this publication are a balloon wherein is 
used a blend material of an engineering thermoplastic 
elastomer and a polymer material for use in non- flexible 
structures, and a layered balloon comprising a non- 
flexible structural polymer layer and a flexible and 
wear-resistant thermoplastic elastomer layer. 

In TOKUHYO HlO-506562 (published) ("expansion 
balloon containing a polyester ether amide copolymer" ) , 
an expansion balloon is disclosed which comprises a 
single polymer layer containing a polyester ether amide 
copol3mier and also a polyamide such as nylon, wherein, 
when that polymer layer contains a polyether amide, that 
polyether amide comprises ester bonds. 
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And in Japanese Patent Application Laid-Open No. H8- 
127677 (published ("polymer blend for use in medical 
treatment apparatus comprising a catheter and a balloon 
for an expansion catheter") is disclosed a polymer blend 
material for medical use that comprises a first polymer 
component selected from a group made up of polyesters and 
polyamides, and a second polymer component that exhibits 
a Shore hardness of less than D75, selected from a group 
made up of polyolefins, ethylene copolymers, polyester 
block copolymers, and polyamide block copolymers. 

In all of these advanced technologies described 
above, use is made of a blend material containing a 
flexible elastomer and a non-elastomer for eliciting high 
strength. However, in these advanced technologies, 
balloon flexibility and strength vary greatly according 
to the ratio in which the two components are mixed, and 
there has been a problem in that optimizing the mixture 
ratio is very difficult. In the case of the layered 
balloon described in TOKUHYO H9-506008 (published), 
moreover, the extrusion molding process for fabricating 
the tubular parisons that are the raw materials for the 
balloons is demandingly complex, is problematic in terms 
of higher production costs, and also involves the 
possibility that inter- layer peeling will occur in the 
layered balloons that are fabricated. 
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Thereupon, in view of the problems described above, 
an object of a second invention is to provide a balloon 
catheter wherein is used a balloon made from a polymer 
blend material that features a good balance of adequate 
pressure-withstanding strength, adequate flexibility, and 
suitable compliance characteristics. 

Furthermore, lesion site dilatation therapy is not 
limited to a one-time treatment, but usually requires a 
number of dilatation treatments. The reason therefore is 
that, when the balloon is removed from the body after 
dilatation therapy, and it is then confirmed by imaging 
that the stricture has not been completely dilated, the 
procedure must be repeated until the stricture is 
completely dilated, and the balloon guided to that lesion 
site and inflated. 

When such a balloon catheter product is provided, 
the balloon is in a condition wherein it is collapsed, 
and folded around the guide wire passing tubular member 
with the outer diameter thereof minimized. Accordingly, 
when it is used the first time, the balloon will pass the 
stricture without difficulty. Then the balloon is 
inflated by raising the internal pressure therein. 
However, when removing the balloon to the outside of the 
body, even if it is collapsed under reduced pressure, it 
will not return to the original folded condition, and a 
phenomenon (called winging) occurs wherein the balloon, 
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squashed flat, spreads out horizontally in the diameter 
dimension so that two wings are formed. The overall 
length of those two wings becomes larger not only than 
the outer diameter of the balloon in the folded condition, 
but also larger than the nominal diameter of the balloon. 
Thus there is a problem in that it is very difficult to 
perform repeat dilatation treatments using the same 
balloon. More specifically, there are times when the 
tapered parts of the balloon that has been divided in two 
by the two wings strikes the stricture in the lumen of 
the blood vessel and refuses to advance any further. 
This is believed to be due to the tapered part on the 
distal side forming a severe step when winging occurs . 
When such a winged balloon is passed to a lesion site 
that is hardened due to calcification or stent 
emplacement, the technician feels a very large resistance. 
If that balloon is then advanced forcibly, there is a 
considerable danger that the stent will be pushed to the 
distal side of the blood vessel, moving the stent out of 
position . 

The same kind of problems as described above are 
described in detail in Japanese Patent No. 2671961 
(published), wherein is disclosed a balloon catheter 
wherewith the balloon can be restored to a folded 
condition without inducing winging. This balloon 

catheter comprises a balloon that has (a) vertical 
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groove(s) in the longitudinal direction. When the 
balloon is inflated, the vertical groove(s) disappear ( s ) , 
and when collapsed the balloon is returned to a condition 
wherein it is folded along the vertical groove(s). 

With the balloon described in the publication cited 
above, however, the vertical groove (s) remain(s) when the 
balloon is inflated unless the internal pressure applied 
is at least as high as a certain level, and there is a 
problem in that the outer cross -sectional shape will not 
become truly circular. If the outer cross -sectional 
shape will not become truly circular, a stricture cannot 
be dilated evenly about its entire circumference, and the 
danger of the stricture reforming within a short time is 
high. 

In view of the problems described in the foregoing, 
an object that a third invention would achieve is to 
provide a balloon catheter wherewith the high resistance 
forces encountered when pushing the balloon in due to the 
effects of winging are sharply reduced when repassing the 
balloon catheter through a hard lesion site where 
calcification has occurred or a stent is in place. 

The leading end of a balloon catheter is usually 
protected prior to use by being already covered with a 
protective device, and when the balloon catheter is to be 
used in a procedure that protective device is pulled off. 
One of the reasons for using this protective device is to 
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protect the balloon portion from damage prior to use. 
When bending or other damage has been inflicted on the 
balloon portion, the balloon can easily scratch the 
vascular inner walls when it is passed through a vascular 
lumen. Also, the guide wire lumen gets bent also, and 
the resistance force encountered when pushing the balloon 
catheter in increases. Thus it becomes very difficult to 
guide the balloon accurately to the lesion site. Also, 
when a balloon that has sustained damage is inflated, 
there is a great danger of the balloon bursting or the 
pressurized fluid leaking, and there are cases where this 
has led to a serious medical accident . 

The second reason for using a protective device is 
to make the outer diameter of the balloon as small as 
possible right up until immediately before a procedure is 
performed. This is because, the smaller the balloon 
outer diameter relative to the vascular lumen, the 
smaller the contact area between the vascular wall and 
the balloon, and the smaller the resistance force 
encountered when pushing the balloon in. Thus minimizing 
the balloon outer diameter makes it easy to guide the 
balloon to the lesion site. And in lesion sites that are 
very difficult or have a high curvature, and in sites 
where the surface resistance is high, such as inside 
stents, the lesion site passability of the balloon is 
enhanced by keeping the balloon outer diameter small. 

15 



There are cases where, before performing a procedure, 
and after removing the protective device from the balloon 
catheter, the guide wire lumen is flushed or filled with 
physiological saline solution to prevent thrombogenesis , 
and also of soaking the outer surface of the balloon 
catheter in physical saline solution. With the type of 
balloon catheter wherein the guide wire lumen 
communicates from the base end of the catheter to the 
leading end thereof (commonly called "over -the -wire 
type"), particularly when flushing, it is only necessary 
to supply the physiological saline solution or other 
flushing fluid through a port in a manifold provided at 
the base end of the catheter, and flushing is easy. With 
a monorail type balloon catheter, however, the situation 
is unlike that with an over- the -wire type. In a monorail 
balloon catheter, a distal -side shaft and a proximal- side 
shaft are joined, the balloon is joined to the distal end 
of the distal-side shaft, there is a manifold equipped 
with a port for supplying the pressurized fluid to the 
balloon at the base end of the proximal-side shaft, and a 
guide wire lumen is formed inside the distal-side shaft 
along the long axial dimension thereof. The back end 
opening of the guide wire lumen is provided midway along 
the shaft, wherefore flushing fluid cannot be supplied to 
the guide wire lumen from the manifold provided on the 
base end side of the catheter. That being so, 
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conventionally, a hypodermic needle having an outer 
diameter roughly the same as or slightly smaller than the 
internal diameter of the leading end opening of the guide 
wire lumen is inserted into that leading end opening, a 
hypodermic needle holding member for holding that 
hypodermic needle is fit to the hypodermic barrel, 
flushing fluid is supplied to the guide wire lumen, and 
flushing is performed. 

However, the outer diameter of the balloon catheter 
leading end is extremely small, running from 
approximately 0.5 mm to 3.0 mm or so. Therefore, when a 
hypodermic needle is inserted into the guide wire lumen 
from the leading end opening, not only is that operation 
very intricate, but trouble readily ensues, such as the 
leading end becoming bent or deformed into a trumpet 
shape, or otherwise damaged. When that happens, it 
becomes extremely difficult to guide the balloon all the 
way to the lesion site during the procedure. 

In view of the problems described in the foregoing, 
an object of a fourth invention is to provide a balloon 
catheter that is provided with a protective device 
wherewith it is possible to flush the balloon catheter 
guide wire lumen without involving an intricate operation, 
and without damaging or deforming the leading end of the 
balloon catheter. 



SUMMARY OF THE INVENTION 



The means for achieving the objects stated in the 
foregoing are to provide a balloon catheter that exhibits 
outstanding controllability, by enhancing the flexibility 
of the tip portion and foremost end on the distal side of 
the balloon catheter by deploying selected materials , and 
taking strong measures to reduce the difference in 
hardness between the guide wire and catheter balloon 
vicinity. 

More specifically, a balloon catheter in the first 
invention is a balloon catheter comprising a balloon and 
a plurality of tubular members, having a structure such 
that a first tubular member having as one purpose the 
causing of a slidable guide wire to pass through the 
interior thereof is deployed passing through the interior 
of the balloon, with the balloon and the outer surface of 
the first tubular member fused concentrically in the 
vicinity of the distal end of the catheter, wherein the 
Shore hardness of the material configuring the outermost 
surface of the first tubular member is lower than the 
Shore hardness of the material configuring the balloon. 
Alternatively, the first invention is a balloon catheter 
comprising a balloon and a plurality of tubular members , 
having a structure such that a first tubular member 
having as one purpose the causing of a slidable guide 
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wire to pass through the interior thereof is deployed 
passing through the interior of the balloon, with the 
balloon and the outer surface of the first tubular member 
fused concentrically in the vicinity of the distal end of 
the catheter, wherein the flexural modulus of the 
material configuring the outermost surface of the first 
tubular member is lower than the flexural modulus of the 
material configuring the balloon. Alternatively, the 
first invention is a balloon catheter comprising a 
balloon and a plurality of tubular members, having a 
structure such that a first tubular member having as one 
purpose the causing of a slidable guide wire to pass 
through the interior thereof is deployed passing through 
the interior of the balloon, with the balloon and the 
outer surface of the first tubular member fused 
concentrically in the vicinity of the distal end of the 
catheter, wherein the melting point of the material 
configuring the outermost surface of the first tubular 
member is lower than the melting point of elasticity of 
the material configuring the balloon. Accordingly, it is 
possible to adjust the first tubular member and the tip 
portion formed with the balloon fixed to be flexible, and 
the objects noted earlier are achieved. 

Furthermore, in a rapid exchange type (monorail 
type) balloon catheter wherein, when a tubular member 
(second tubular member) configuring the outer surface of 
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the catheter connected to the distal side of the balloon 
is made of a material that can be fused with the balloon, 
the guide wire passage is limited so as to extend only 
from the farthest end of the catheter to midway along the 
second tubular member, it is possible to form a guide 
wire entrance portion midway along the second tubular 
member by effecting fusion between the second tubular 
member and the first tubular member, wherefore 
outstanding process stability is exhibited as compared to 
forming methods wherein bonding or the like is used, and 
is beneficial in terms of fabrication in view of the fact 
that this portion can be made of narrow diameter. 

The second invention is characterized in that a 
balloon is made with a thermoplastic elastomer that is a 
polymer blend material of a first polymer component and a 
second polymer component both whereof are thermoplastic 
elastomers having a hard segment and a soft segment, 
wherein the first polymer component has a higher Shore 
hardness than the second polymer component, and both the 
first polymer component and the second polymer component 
have hard segments of the same repeating unit structure 
and soft segments of the same repeating unit structure. 

It is preferable here that the Shore hardness 
(durometer hardness) of the first polymer component be 
D70 or greater and that the Shore hardness of the second 
polymer component be less than D70. It is also 
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preferable that both the first polymer component and the 
second polymer component be polyester elastomers or, 
alternatively, that both be polyamide elastomers. It is 
further preferable that the first polymer component (A) 
and second polymer component (B) be mixed in a weight 
ratio of A/B = 98/2 to 10/90. 

A third invention is a balloon catheter configured 
such that a balloon having a straight tube part, a 
proximal-side and a distal-side tapered part with 
gradually narrowing diameters abutting either end of the 
straight tube part, and a proximal-side and a distal-side 
sleeve part abutting two ends of those tapered parts, is 
Joined at the distal end of a catheter shaft formed by 
deploying a first tubular member for passing a guide wire 
in the interior of a second tubular member, wherein at 
least one or other of the distal- side sleeve part and the 
proximal- side sleeve part has a shape that shifts a part 
of the taper start position adjacent to that sleeve part 
in the longitudinal axis direction, the inner surface of 
that distal- side sleeve and the outer surface of the 
first tubular member are joined, and that proximal- side 
sleeve part and the end of the second tubular member are 
joined. It is here preferable that the shift of the 
taper start position adjacent to the sleeve part be 
adjusted within a range of 0.3 mm to 10.0 mm. 
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The third invention, moreover, is a balloon catheter 
configured such that a balloon having a straight tube 
part, a proximal-side and a distal-side tapered part with 
gradually narrowing diameters abutting either end of the 
straight tube part, and a proximal-side and a distal-side 
sleeve part abutting two ends of those tapered parts, is 
joined at the distal end of a catheter shaft formed by 
deploying a first tubular member for passing a guide wire 
in the interior of a second tubular member, wherein, in 
at least one or other of the distal-side tapered part and 
the proximal-side tapered part, the angle of inclination 
of that tapered part varies all the way around in the 
circumferential direction, the inner surface of that 
distal- side sleeve and the outer surface of the first 
tubular member are joined, and that proximal- side sleeve 
part and the end of the second tubular member are joined. 
Here it is preferable that the difference between the 
maximum value and minimum value of the angle of 
inclination be adjusted within a range of 2° to 30°. 

In the third invention described above, the length 
of the straight tube part in the longitudinal axis 
direction should be adjusted within a range of 8 mm to 80 
mm. 

A balloon catheter relating to a fourth invention is 
characterized in that the leading end thereof comprising 
a balloon is protected by a protective device comprising 

22 



a protective pipe that covers and protects the leading 
end comprising the balloon, and a coupling adapter for 
connecting a flushing fluid supplying device so that it 
can be freely attached and detached. 

Thus, with the leading end of the balloon catheter 
inserted into the interior of the protective pipe, and 
protectively covered thereby, the flushing fluid supply 
device is connected to the coupling adapter, whereupon 
flushing can be done, supplying the flushing fluid to the 
guide wire lumen of the balloon catheter through that 
flushing fluid supply device. During this flushing 
operation, the leading end of the balloon catheter is 
protectively covered inside the protective pipe, 
wherefore that leading end is protected from being bent, 
deformed into a trumpet shape, or othesrwise damaged. 

When a hypodermic syringe is used as the flushing 
fluid supply device, moreover, if a comparatively small 
hypodermic syringe is used, a coupling port should be 
provided in the coupling adapter to which the barrel end 
of the hypodermic syringe is fitted so that it can be 
freely attached and detached. If a comparatively large 
hypodermic syringe is used, a Luer taper lock fitting 
coupling for connecting the flushing fluid supply device 
should be provided in the coupling adapter. The coupling 
adapter may also be provided with a coupling port to 
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which a hypodermic needle protecting member Is fitted so 
that it can be freely attached and detached, 

BRIEF DESCRIPTION OF THE DRAWINGS 

Fig. 1 Is an overall explanatory diagram of a 
balloon catheter relating to the present Invention, 
wherein the distal portion of the balloon catheter 
comprising the balloon and tip portion is shown as 
partially enlarged; 

Fig. 2 is a cross -sectional model diagram of the 
distal portion of a balloon catheter comprising a balloon 
and tip portion of a balloon catheter relating to a first 
invention; 

Fig. 3 is a cross -sectional model diagram of the 
distal portion of a balloon catheter comprising a balloon 
and tip portion of a balloon catheter relating to a first 
invention; 

Pig. 4 is a diagram of the A— A' section in Fig. 2 
and Fig. 3, representing one example of a balloon 
catheter tip portion in the first invention; 

Fig. 5 is a cross-sectional model diagram of the 
distal portion of a balloon catheter comprising a balloon 
and tip portion of a balloon catheter relating to a first 
invention; 
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Fig. 6 is a diagram of the B— B' section in Fig. 5, 
representing one example of a balloon catheter tip 
portion in the first invention; 

Fig. 7 is a cross -sectional model diagram giving an 
overall view of a rapid exchange type balloon catheter 
relating to the first invention; 

Fig. 8 is a model diagram that represents in model 
form a measurement system for indicating the 
effectiveness of the first invention; 

Fig. 9 is a graph that plots a compliance curve for 
Embodiment 5 relating to a second invention; 

Fig. 10 is a graph that plots a compliance curve for 
Embodiment 6 relating to the second invention; 

Fig. 11 is a graph that plots a compliance curve for 
Embodiment 7 relating to the second invention; 

Fig. 12 is a graph that plots a compliance curve for 
Embodiment 8 relating to the second invention; 

Fig. 13 is a graph that plots compliance curves for 
Comparative Examples 6 and 7 relating to the second 
invention; 

Fig. 14 is a graph that plots a compliance curve for 
Embodiment 9 relating to the second invention; 

Fig. 15 is a graph that plots compliance curves for 
Comparative Examples 8 and 9 relating to the second 
invention; 
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Fig. 16 is a simplified diagram of a test 
environment for investigating the crossing performance of 
a balloon catheter relating to the second invention; 

Fig. 17 is a simplified cross-sectional view of a 
first embodiment aspect of a balloon catheter relating to 
a third invention; 

Fig. 18 is an explanatory diagram representing a 
condition wherein winging has occurred in the balloon 
catheter in the first embodiment aspect; 

Fig. 19 is a simplified cross -sectional view of a 
second embodiment aspect of a balloon catheter relating 
to the third invention; 

Fig. 20 is an explanatory diagram representing a 
condition wherein winging has occurred in the balloon 
catheter in the second embodiment aspect ; 

Fig. 21 is a simplified cross-sectional view showing 
the dimensions of parts in a balloon relating to 
Embodiment 10; 

Fig. 22 is a simplified cross-sectional view showing 
the dimensions of parts in a balloon relating to 
Comparative Example 10; 

Fig. 23 is a simplified diagram for describing a 
test environment for a balloon catheter relating to the 
third invention; 
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Fig. 24 is a simplified cross -sectional view showing 
the dimensions of parts in a balloon relating to 
Embodiment 1 1 ; 

Fig. 25 provides simplified cross -sectional views 
representing the condition of the straight tube part in a 
balloon catheter, with the folded condition diagrammed at 
(a), the inflated condition at (b) , and a condition 
wherein winging has occurred at (c); 

Fig. 26 is a simplified explanatory diagram of how a 
balloon catheter in which winging has occurred strikes a 
stricture; 

Fig. 27(a) is a simplified cross-sectional diagram 
of one embodiment of a protective device for a balloon 
catheter relating to a fourth invention, while Fig. 27(b) 
is a right side view of the same balloon catheter 
protective device; 

Fig. 28 is a simplified cross-sectional view of one 
embodiment of a protective device for a balloon catheter, 
with the leading end of the balloon catheter protectively 
covered; 

Fig. 29 is a simplified cross-sectional view showing 
how a hypodermic syringe is connected to a coupling 
adapter; and 

Fig. 30 is a simplified cross-sectional view showing 
how a hypodermic syringe is Luer taper lock fitting 
coupled to a coupling adapter. 
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DESCRIPTION OF THE PREFERR ED EMROnTMF.NTS 



Embodiment aspects of balloon catheters relating to 
the present Invention are described below. Fig. 1 is an 
overall side view showing the cross -section of the main 
part of a common over- the -wire type balloon catheter. 
This balloon catheter 1 is configured such that it 
comprises a catheter shaft 2, a balloon 3 joined to the 
distal end of the catheter shaft 2, and a manifold 4 
connected to the base end of the catheter shaft 2 . In 
the example diagrammed in this figure, the vicinity of 
the leading end comprising the balloon 3 is represented 
larger than actual size to facilitate the description. 

The catheter shaft 2 is configured in an internal - 
external two-ply tube structure comprising a first 
tubular member 5 for passing a guide wire and a second 
tubular member 6 that forms an inflation lumen for 
passing imaging agents and physiological saline solution 
supplied to the balloon 3 . A manifold 4 located at the 
base end of the catheter shaft 2 are provided with ports 
9 and 10 that communicate, respectively, with a guide 
wire lumen 7 for passing the guide wire and an inflation 
lumen 8. The balloon catheter 1 having such a two-ply 
tube structure comprising the first tubular member 5 on 
the inside and the second tubular member 6 on the outside 
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is also called a coaxial type. The balloon 3 is 
configured such that it has a tubular shape, with tapered 
parts 12 and 13 having gradually narrowing diameters at 
either end of a straight tube part 11, and sleeve parts 
14 and 15 at two ends of the tapered parts 12 and 13. 
The first tubular member 5 protrudes and extends from the 
distal end of the second tubular member 6. The proximal- 
side sleeve part 15 is joined to the distal end of the 
second tubular member 6 so as to fit over it. The 
distal-side sleeve part 14 is joined proximal the distal 
end of the first tubular member 5 that passes through the 
balloon 3. The farthest end 16 of the first tubular 
member 5 that passes through the balloon 3 and the 
leading end portion of the balloon 3 that comprises the 
distal-side sleeve part 14 are called the tip portion, 
designated by the symbol 17 in the diagram. In order to 
communicate pushing forces better, furthermore, in the 
second tubular member 6 , a plurality of tubular materials 
that differ between the proximal side and distal side are 
often connected and used. 

The present invention relates to a balloon catheter 
that is configured from a plurality of tubular members , 
as represented in Fig. 1. First, the first invention is 
described with reference to Fig. 1 to 8 . Fig. 2, 3, and 
5 are cross -sectional views representing an example of a 
balloon 3 of a balloon catheter relating to the first 
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invention and the distal portion thereof that comprises 
the tip portion 17. Fig. 7 is an overall cross -sectional 
model diagram of a rapid exchange type balloon catheter 
relating to the first invention. 

In Fig. 2, the first tubular member 5 having the 
lumen 7 for passing the guide wire is deployed passing 
through the interior of the balloon 3, and, at the 
farthest end of the catheter, is fused with the balloon 3 
in a concentric shape, as diagrammed in the cross - 
sectional diagram given in Fig. 4, to form the tip 
portion 17. At the other end, the balloon 3 is connected 
to the second tubular member 6 that configures the outer 
surface of the catheter. The first tubular member 5 
exhibits a multi-layer structure, in the radial direction 
as viewed in terms of material, across the entire length 
thereof, with a material layer 18 configuring the 
outermost surface and a material layer 19 configuring the 
innermost surface formed integrally with an intervening 
binder layer 20. Accordingly, the material layer 18 
configuring the outermost surface of the first tubular 
member 5 is fused to the distal- side sleeve part 14 of 
the balloon 3 . 

In Fig. 3, the first tubular member 5 having the 
liimen 7 for passing the guide wire is deployed passing 
through the interior of the balloon 3, and the balloon 3 
at the foremost end of the catheter, the binder layer, 
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and the material layer 21 adjacent to the balloon 3 are 
secured by thermal fusion in a concentric form, as 
diagrammed in the cross -sectional view in Fig. 4, to form 
the tip portion 17. The balloon 3 is connected to the 
second tubular member 6 that configures the outer surface 
of the catheter at the other end. The farthest end 
portion of the first tubular member 5 has a multi- layer 
structure in the radial dimension, in terms of material, 
with the material layer 21 adjacent to the balloon 3 and 
the material layer 22 configuring the innermost surface 
thereof formed integrally with an intervening binder 
layer 23. Accordingly, the material layer 21 of the 
first tubular member 5 is fused to the distal-side sleeve 
part 14 of the balloon 3. 

In Fig. 5, the first tubular member 5 having the 
lumen 7 for passing the guide wire is deployed passing 
through the interior of the balloon 3, and is fused in 
concentric form with the balloon 3 at the farthest end of 
the catheter, with an intervening material layer 24 
adjacent to the balloon 3, as diagrammed in the cross- 
sectional view in Fig. 6, to form the tip portion 17. 
The balloon 3 is connected to the second tubular member 6 
configuring the outer surface of the catheter at the 
other end. The farthest end portion of the first tubular 
member 5 has a multi-layer structure in the radial 
dimension, in terms of material, with the material layer 
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24 adjacent to the balloon 3 and the material layer 25 
configuring the innermost surface thereof formed 
integrally directly. Accordingly, the material layer 24 
of the first tubular member 5 is fused to the distal- side 
sleeve part 14 of the balloon 3, 

What is characteristic in the first invention is 
that at least one of the Shore hardness, flexural modulus, 
and melting point of either the material configuring the 
outermost surface of the portion fused with at least the 
balloon in the first tubular member 5 is lower than those 
physical properties of the material configuring the 
balloon 3 . 

There is no particular limitation affecting the 
inner surface of the first tubular member 5, and it may 
be a single -layer tubular member of the same material as 
the outer surface so long as minimal sliding 
characteristics with the guide wire are secured. In 
general, however, materials having low Shore hardness, 
flexural modulus, and melting point exhibit inferior 
sliding characteristics, wherefore it is better to deploy, 
at the inner surface, a material excelling in sliding 
characteristics, different from that of the outermost 
surface. It is thus preferable that the innermost layer 
be configured by a high-density polyethylene, or high- 
hardness polyester, polyamide elastomer, or polyester 
elastomer. In that case, a material layer or binder 
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layer may be present between the outermost surface and 
innermost surface to impart favorable mechanical 
properties to that tubular member, with there being no 
particular limit on the number, type, or thickness 
thereof. When a binder layer is formed, for example, it 
is possible to apply conventional laminating technology 
or bonding technology. It is also possible to deploy, in 
singularity or plurality, materials having solubility 
parameters {SP values) intermediate between those of the 
material layers configuring the outermost surface and 
innermost surface, or to deploy a material exhibiting 
adhesiveness to the outermost surface and innermost 
surface . 

When the layer configuring the outermost surface is 
a polyester elastomer or polyamide elastomer or other 
thermoplastic elastomer, the calculated bending rigidity 
of the elastomer layer should be controlled so that it is 
larger than that of the other layers. When the layer 
configuring the outermost surface is a polyester 
elastomer, the ratio of the soft segment therein should 
be larger than 13%, but should be smaller than 70% so 
that the calculated bending rigidity of the elastomer 
layer will be higher than that of the other layers, and 
so that an extreme deformation is not brought about when 
the balloon is inflated, with the more preferable range 
being from 13% to 47%. Similarly, when the layer 
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configuring the outermost surface is a polyamide 
elastomer, the ratio of the soft segment therein should, 
be larger than 14%, but should be smaller than 70% so 
that the calculated bending rigidity of the elastomer 
layer will be higher than that of the other layers, and 
so that an extreme deformation is not brought about when 
the balloon is inflated. 

The first tubular member 5 indicated in the first 
invention can be used as the overall tubular member. 
Even in cases where the material layer configuring the 
outermost surface in the portion fused with at the 
balloon 3, at least, is configured of a material wherein 
at least on of the Shore hardness, flexural modulus, and 
melting point thereof is lower than those physical 
properties of the material configuring the balloon, 
however, that will be effective in view of the fact that 
the tip portion 17 can be made flexible, and that is 
preferable in some cases in view of the fact that the tip 
portion 17 alone can be made sufficiently flexible, after 
securing adequate strength in the main body portion, 
without having to consider the strength of the main body 
portion. Similarly, even in cases where the securing of 
the balloon to that first tubular member 5 is performed 
by thermal fusion, making a material exhibiting 
miscibility with the balloon 3 and that first tubular 
member 5, or a material that chemically reacts with the 
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balloon 3 and that first tubular member 5 the immediate 
securing layer, or at least one layer when the securing 
portion is made in multiple layers , even when the 
material layer adjacent to the balloon 3 is configured of 
a material wherein at least one of the Shore hardness, 
f lexural modulus , and melting point thereof is lower than 
those physical properties in the material configuring the 
balloon 3, that will be more preferable in some cases in 
view of the fact that the tip portion 17 alone can be 
made sufficiently flexible, after securing adequate 
strength in the main body portion, without having to 
consider the strength of the main body portion. 

Moreover, when the securing of the material layer 
configuring the outermost surface of at least that 
portion of the first tubular member 5 that is fused with 
the balloon 3, or the balloon 3 and that first tubular 
member 5, is performed by thermal fusion, making a 
material exhibiting miscibility with the balloon 3 and 
that first tubular member 5, or a material that 
chemically reacts with the balloon 3 and that first 
tubular member 5 the immediate securing layer, or at 
least one layer when the securing portion is made in 
multiple layers, the fact that the Shore hardness of the 
material layer adjacent to the balloon 3 is lower than 
the Shore hardness of the material configuring the 
balloon 3 is a characteristic of the first invention, but 
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the Shore hardness of the material layer configuring the 
outermost surface of at least that portion of the first 
tubular member 5 that is fused with the balloon 3 should 
be smaller by lOD or more than the Shore hardness of the 
material configuring the balloon 3, and it is preferable 
that that difference be from 12D to 30D. 

When the securing of the material layer configuring 
the outermost surface of at least that portion of the 
first tubular member 5 that is fused with the balloon 3, 
or the balloon 3 and that first tubular member 5, is 
performed by thermal fusion, making a material exhibiting 
miscibility with the balloon and that first tubular 
member 5, or a material that chemically reacts with the 
balloon 3 and that first tubular member 5 the immediate 
securing layer, or at least one layer when the securing 
portion is made in multiple layers, the fact that the 
flexural modulus of the layer adjacent to the balloon 3 
is lower than the flexural modulus of the material 
configuring the balloon 3 is also a characteristic of the 
first invention, but the flexural modulus of the layer 
configuring the outermost surface of at least that 
portion of the first tubular member that is fused with 
the balloon should be smaller by 100 MPa or more than the 
flexural modulus of the material configuring the balloon, 
and it is preferable that that difference be from 234 MP 
to 337 MPa. 
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The Shore hardness (durometer hardness) indicated in 
the first invention can be measured by a method based on 
JIS K7215 or ASTM 2240, and the flexural modulus by the 
method indicated in ASTM 790, while the melting point can 
be measured using a conventional DSC measurement 
apparatus. There are two general types of Shore hardness, 
moreover, namely type A and type D, but the Shore 
hardness used in the present invention is type D hardness. 
Also, the proportion between the hard segment and soft 
segment in the materials indicated in the first invention 
are weight ratios for each component in the material, 
measurable by NMR. 

More specific embodiments and comparative examples 
relating to the first invention are described in detail 
below, but the following embodiments do not limit the 
first invention in any way. 

( Embodiment 1 ) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 2 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forming the outermost surface configured from a polyester 
elastomer having a Shore hardness of 60D. flexural 
modulus of 274 Mpa, melting point of 216°C, and soft 
segment ratio of 22% and the innermost surface configured 
from a high-density polyethylene through the interior of 
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a balloon having a nominal inflated diameter of 3.0 mm 
formed from a polyester elastomer having a Shore hardness 
of 7 2D, flexural modulus of 568 MPa, melting point of 
218°C, and soft segment ratio of 13%, and fusing the outer 
surface of that first tubular member concentrically at 
the distal-side leading end of the balloon. In this 
Embodiment 1, furthermore, a second tubular member 
configuring the catheter outer surface connected to the 
proximal side of the balloon was configured of a 
polyester elastomer f usable with the balloon. This 
facilitated the fabrication because it was then possible 
to form a guide wire entrance portion by effecting fusion 
between the second tubular member and the first tubular 
member . 

( Embodiment 2 ) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 2 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forming the outermost surface configured from a polyamide 
elastomer having a Shore hardness of 55D, flexural 
modulus of 196 Mpa, melting point of 168°C, and soft 
segment ratio of 35% and the innermost surface configured 
from a high-density polyethylene through the interior of 
a balloon having a nominal inflated diameter of 3.0 mm 
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formed from a polyamlde elastomer having a Shore hardness 
of 70D, flexural modulus of 430 MPa, melting point of 
172°C, and soft segment ratio of 14%, and fusing the outer 
surface of that first tubular member concentrically at 
the distal- side leading end of the balloon. In this 
Embodiment 2, furthermore, a second tubular member 
configuring the catheter outer surface connected to the 
proximal side of the balloon was configured of a 
polyamide elastomer f usable with the balloon. This 
facilitated the fabrication because it was then possible 
to form a guide wire entrance portion by effecting fusion 
between the second tubular member and the first tubular 
member . 

(Embodiment 3) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 7 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forcing the outerTiiost surface of the portion fused with 
the balloon configured from a polyamide elastomer having 
a Shore hardness of 40D, flexural modulus of 93 Mpa, 
melting point of 168°C, and soft segment ratio of 47% and 
the innermost surface of the portion fused with the main 
body and balloon configured from a high-density 
polyethylene through the interior of a balloon having a 
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nominal inflated diameter of 3.0 mm formed from a 
polyamide elastomer having a Shore hardness of 70D, 
flexural modulus of 430 MPa, melting point of 172°C, and 
soft segment ratio of 14%, and fusing the outer surface 
of that first tubular member concentrically at the 
distal-side leading end of the balloon. The symbol 26 in 
Fig. 7 here indicates an opening for leading in the guide 
wire . 

(Embodiment 4) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 5 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forming the outermost surface of the portion fused with 
the balloon configured from a polyamide elastomer having 
a Shore hardness of 40D, flexural modulus of 93 Mpa, 
melting point of 168°C, and soft segment ratio of 47% and 
the innermost surface of the portion fused with the main 
body and balloon configured from a polyamide elastomer 
having a Shore hardness of 75D, flexural modulus of 550 
MPa, boiling point of 177°C, and soft segment ratio of 5%, 
through the interior of a balloon having a nominal 
inflated diameter of 3.0 mm formed from a polyamide 
elastomer having a melting point of 172°C and soft segment 
ratio of 14%, and fusing the outer surface of that first 
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tubular member concentrically at the distal -side leading 
end of the balloon. 

(Comparative Example 1) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 2 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forming the outermost surface configured from a polyester 
elastomer having a Shore hardness of 7 2D, flexural 
modulus of 568 Mpa, melting point of 218°C, and soft 
segment ratio of 13% and the innermost surface configured 
from a high-density polyethylene through the interior of 
a balloon having a nominal inflated diameter of 3.0 mm 
formed from a polyester elastomer having a Shore hardness 
of 72D, flexural modulus of 568 MPa, melting point of 
218°C, and soft segment ratio of 13%, and fusing the outer 
surface of that first tubular member concentrically at 
the distal-side leading end of the balloon - 

{Comparative Example 2) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 2 was fabricated by passing a first 
tubular member for passing a guide wire, having the layer 
forming the outermost surface configured from a polyamide 
elastomer having a Shore hardness of 70D, flexural 
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modulus of 430 Mpa, melting point of 172°C. and soft 
segment ratio of 14% and the innermost surface configured 
from a high- density polyethylene through the interior of 
a balloon having a nominal inflated diameter of 3.0 mm 
formed from a polyamide elastomer having a Shore hardness 
of 70D, flexural modulus of 430 MPa, melting point of 
172°C, and soft segment ratio of 14%, and fusing the outer 
surface of that first tubular member concentrically at 
the distal- side leading end of the balloon, 
(Comparative Example 3) 

A rapid exchange type balloon catheter for use in 
coronary arteries having a catheter distal portion as 
diagrammed in Fig. 2 was fabricated by passing a first 
tubular member for passing a guide wire configured from a 
polyethylene having a Shore hardness of TOD, flexural 
modulus of 400 Mpa, and melting point of 135°C through the 
interior of a balloon having a nominal inflated diameter 
of 3.0 mm formed from a polyethylene crosslinked body 
having a Shore hardness of 57D, flexural modulus of 210 
MPa, and melting point of 117 °C, and fusing the outer 
surface of that first tubular member concentrically at 
the distal-side leading end of the balloon. 

(Comparative Example 4) 

This is a commercially available rapid exchange type 
balloon catheter, having a nominal inflated diameter of 
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3.0 mm, for use in coronary arteries fabricated by 
passing a first tubular member for passing a guide wire, 
having the layer forming the outermost surface configured 
from a polyamide having a melting point of 178°C, and the 
innermost surface configured from a high-density 
polyethylene through the interior of a balloon formed 
from a polyamide having a melting point of 178°C, and 
fusing the outer surface of that first tubular member 
concentrically at the distal- side leading end of the 
balloon. 

(Comparative Example 5) 

This is a commercially available rapid exchange type 
balloon catheter for use in coronary arteries, having a 
nominal inflated diameter of 3.0 mm, fabricated by 
passing a first tubular member for passing a guide wire 
configured from a polyamide elastomer having a melting 
point of 176°C and a soft segment ratio of 7% through the 
interior of a balloon formed from a polyamide elastomer 
having a melting point of 173°C and a soft segment ratio 
of 17%, and fusing the outer surface of that first 
tubular member concentrically at the distal- side leading 
end of the balloon. 

(Evaluation) 

The tip portions in Embodiments 1, 2, 3, and 4 that 
are balloon catheters of the first invention were more 
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flexible than all of those in Comparative Examples 1. 2, 
3, 4, and 5. Embodiments 1, 2, 3, and 4 and Comparative 
Examples 1, 2, 3, 4, and 5 were evaluated in an 
evaluation system like that diagrammed in model form in 
Fig- 8. Specifically, the balloon catheter 1 was 

advanced along a guide wire 28 at a constant speed in a 
model curved internal passage 27 made of a polyethylene 
tube having an internal diameter of 1.5 mm and bent 90 
degrees with a curvature of 5 mm, having the guide wire 
deployed in the interior thereof, wherein physiological 
saline solution temperature -adjusted to 37°C was 
circulated, and the loads acting on the balloon catheter 
when passing the curved portion of the tube portion 17 
were measured. More specifically, on a slide table 29, a 
force gauge 30 having secured thereto a shaft 2 was moved 
in a constant direction at a constant speed, and the 
loads acting on that force gauge 30 were measured. A 
hydrophilic coating was applied to the inner surface of 
the polyethylene tube constituting the simulated internal 
passage to eliminate the influence of the surface coating 
on the balloon catheter. The measurements were conducted 
with the balloon catheter balloon folded around the 
circumference of the first tubular member for passing the 
guide wire. 

The results are indicated in Table 1 . According 
thereto, in Embodiments 1, 2, 3, and 4 of the first 

44 



invention, the loads produced by the balloon catheter tip 
portions passing through the curved simulated internal 
passage were small, as compared to those in the 
comparative examples, the tip portions were flexible, and 
they were shown to be balloon catheters exhibiting 
outstanding controllability. 



Table 1 





Load Peak (N) 


Embodiment 1 


0. 118 


Embodiment 2 


0. 0 9 8 


Embodiment 3 


0. 0 7 7 


Embodiment 4 


0. 0 9 5 


Comparative Example 1 


0. 3 3 3 


Comparative Example 2 


0. 3 14 


Comparative Example 3 


0. 4 4 1 


Comparative Example 4 


0.343 


Comparative Example 5 


0. 2 6 5 



Next, various embodiment aspects of a balloon 
catheter relating to a second invention are described 
with reference to Fig. 9 to 16. In the balloon catheter 
relating to the second invention, the polymer blend 
material used in fabrication the balloon is a 
characteristic. This polymer blend material is a polymer 
blend material of a first polymer component and a second 
polymer component consisting of thermoplastic elastomers 
such as polyolefin elastomers, polyamide elastomers, 
polyester elastomers, and polyurethane elastomers, etc.. 
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having a hard segment and a soft segment. The first 
polymer component has a higher Shore hardness (durometer 
hardness) than the second polymer component. Also, both 
the first polymer component and the second polymer 
component have a hard segment with the same repeating 
unit structure and a soft segment with the same repeating 
unit structure. The hard segment that has high 

crystallinity and strongly aggregates contributes to the 
tensile strength of the balloon, while the flexible soft 
segment that has low crystallinity and polar groups 
strongly contributes to the compliance of the balloon. 
Therefore, balloons comprising both segments exhibit 
flexibility, toughness, and elasticity. 

For the main body of the soft segment noted above, 
one or more polyethers typified by PTMG 
(polytetramethylene glycol) or polyester typified by PCL 
(polycaprolactone) may be used, while for the main body 
of the hard segment noted above, one or more polyesters 
typified by PBT (polybutylene and PET (polyethylene 
terephthalate) , polyamide typified by Nylon 11 and Nylon 
12, or polyurethane may be used. Good examples of block 
copolymers that comprise these in repeating units include 
such polyester elastomers as the product "Haitoreru" 
(made by Du Pont-Torey Co., Ltd.), the product 
"Perupuren" (made by Toyobo Co., Ltd.), and the product 
"Nubran" (made by Teijin Ltd.), polyamide elastomers such 
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as the product "PEBAX" (made by elf atochem Co.), 
polyurethane elastomers such as the product "Mirakutoran" 
(made by Nihon Mirakutoran Co, Ltd.), and polyurethane 
elastomers such as the product "Peresen" (made by Dow 
Plastics Co. , Ltd) . 

Furthermore, the first polymer component (A) and 
second polymer component (B) should be prepared so that 
the Shore hardness of the former is D70 or greater and so 
that the Shore hardness of the latter is less than D70- 
These two components should be mixed in weight ratios 
that are within a range of A/B = 98/2 to 10/90, with a 
range of 95/5 to 20/80 being preferred. When the mixture 
ratio of these two components exceeds 98/2, the 
flexibility of the balloon that is a molded product is 
impaired, and the controllability of the balloon catheter 
by a technician declines. When that mixture ratio is 
less than 10/90, on the other hand, it becomes very 
difficult to obtain the strength to withstand pressure 
demanded in the balloon. In the product "Haitoreru" 
noted above, for example, there are multiple grades 
according to Shore hardness, and each grade depends on 
the weight ratio between the hard segment (PET) and the 
soft segment (polyether) . Therefore, by blending two or 
more types of "Haitoreru" of mutually different grades 
(Shore hardness), it is easy to achieve mixing ratio 
optimization. The other elastomers such as "Nuberan" 
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noted above also are available in various grades 
according to Shore hardness, wherefore it is possible to 
blend them using the same procedure as for "Haitoreru." 

Thus the first polymer component and second polymer 
component noted above are comprised of similar 
thermoplastic elastomers, that is, of thermoplastic 
elastomers having hard segments with the same repeating 
unit structure and soft segments with the same repeating 
unit structure. By altering the Shore hardness of the 
two within the ranges noted above, both can easily be 
blended while optimizing the mixture ratio therebetween, 
and it becomes possible to easily fabricate polymer blend 
materials wherewith balloons can be realized that combine 
the properties of flexibility, high strength to withstand 
pressure, and suitable elongation (compliance 
characteristics) . 

There is no particular limitation on the means used 
for blending the first polymer component and second 
polymer component. Either non-liquid dry blending that 
effects uniform mechanical mixing or wet blending for 
mixing liquid materials may be used, or the two 
components can be made into pellets after kneading. 

There is no particular limitation on the method of 
molding the balloon using the polymer blend materials 
noted above, but it is preferable that blow molding be 
used to obtain satisfactory pressure resistance 
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performance. To cite an example, first a tubular pari son 
is molded to any dimensions using an extrusion molding 
method, and, as necessary, that parison is preformed by 
drawing to a prescribed length, then transferred to the 
cavity of a blow molding metal mold, whereupon the metal 
mold is closed, drawing is effected in the axial and 
radial dimensions by a biaxial drawing process, and then 
an annealing process is performed to fabricate the 
balloon. The biaxial drawing process may be performed 
multiple times, furthermore, and the axial dimension 
drawing may be done either simultaneously with or before 
or after the radial dimension drawing. The balloon may 
also be subjected to a thermal fixing treatment in the 
interest of stabilizing the shape and dimensions of the 
balloon . 

The same methods as those noted for the first 
invention may be used for measuring the Shore hardness, 
flexural modulus, and melting point of the balloon in the 
second invention. 

Embodiment aspects of balloon catheters comprising 
the balloon relating to the second invention have the 
basic structure diagrammed in Fig. 1. 

In Fig. 1, the first tubular member 5 for passing 
the guide wire is an over- the-wire type that extends over 
the entire length of the catheter shaft 2, but that poses 
no limitation in the second invention, and the first 
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tubular member 5 may be a monorail type that is deployed 
only in the section that extends for 20 to 30 cm at the 
leading end. The polymer blend material described in the 
foregoing can also be used to good effect in fabricating 
various medical instruments other than balloons . 

More specific embodiments and comparative examples 
relating to the second invention are described in detail 
below, but the following embodiments do not in any way 
limit the second invention. 

(Embodiment 5) 

A polymer blend was prepared by mixing 90 wt . % of a 
polyester elastomer (product name "Perupuren;" model 
number S-6001; made by Toyobo; Shore hardness: D72; hard 
segment: PBT; soft segment: PCL) as the first polymer 
component, and 10 wt.% of a polyester elastomer (product 
name "Perupuren;" model number S-3001; made by Toyobo; 
shore hardness: D60; hard segment: BPT; soft segment: 
PCL) . Using this polymer blend, a tubular parison (inner 
diameter = 0.43 mm; outer diameter = 0.89 mm) was 
fabricated by extrusion molding. Then, using that 
parison, 20 balloons (outer diameter of straight tube 
part = 3.0 ram; skin thickness = approximately 18 \m) of 
this embodiment were fabricated using a biaxial draw blow 
molding method. 

(Embodiment 6) 
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20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 19 \xm) of this 
embodiment were fabricated in the same way as in 
Embodiment 5 above except in that the polymer blend was 
prepared by mixing 70 wt . % of the first polymer component 
and 30 wt . % of the second polymer component, and the skin 
thickness of the balloons was made 19 ym. 

( Embodiment 7 ) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 18 \m) of this 
embodiment were fabricated in the same way as in 
Embodiment 5 above except in that the polymer blend was 
prepared by mixing 50 wt.% of the first polymer component 
and 50 wt.% of the second polymer component. 

(Embodiment 8) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 19 \mi) of this 
embodiment were fabricated in the same way as in 
Embodiment 5 above except in that the polymer blend was 
prepared by mixing 30 wt . % of the first polymer component 
and 70 wt.% of the second polymer component, and the skin 
thickness of the balloons was made 19 [om. 

(Comparative Example 6) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 20 jxm) of this 
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embodiment were fabricated in the same way as in 
Embodiment 5 above except in that only the first polymer 
component was used and the skin thickness of the balloons 
was made 20 \xm. 

(Comparative Example 7) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 20 ^un) of this 
embodiment were fabricated in the same way as in 
Embodiment 5 above except in that only the second polymer 
component was used and the skin thickness of the balloons 
was made 20 [xm. 

( Embodiment 9 ) 

A polymer blend was prepared by mixing 50 wt . % of a 
polyamide elastomer (product name "PEBAX; " model number 
"7233SA00;" made by elf atochem; Shore hardness: D72; 
hard segment: Nylon 12; soft segment: PTMG) as the first 
polymer component, and 50 wt.% of a polyamide elastomer 
(product name "PEBAX;" model number "6333SA00;" made by 
elf atochem; Shore hardness: D63; hard segment: Nylon 12; 
soft segment: PTMG). Using this polymer blend, a tubular 
parison (inner diameter = 0.43 mm; outer diameter = 0.9 4 
mm) was fabricated by extrusion molding. Then, using 
that parison, 20 balloons (outer diameter of straight 
tube part = 3.0 mm; skin thickness = approximately 19 [m) 
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of this embodiment were fabricated using a biaxial draw 
blow molding method. 

(Comparative Example 8) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 20 [ua) of this 
embodiment were fabricated in the same way as in 
Embodiment 9 above except in that only the first polymer 
component was used and the skin thickness of the balloons 
was made 20 ^un. 

(Comparative Example 9) 

20 balloons (outer diameter of straight tube part = 
3.0 mm; skin thickness = approximately 19 [nxi) of this 
embodiment were fabricated in the same way as in 
Embodiment 9 above except in that only the second polymer 
component was used and the skin thickness of the balloons 
was made 19 [xm. 

(Compliance Related Tests) 

Compliance related tests were conducted, using the 
balloons of Embodiments 5 to 9 and Comparative Examples 6 
to 9. Ten balloons were placed in a water vat filled 
with physiological saline solution at 37°C, the internal 
pressure (inflation pressure) in each balloon was raised 
0.2 atm at a time over a range of 2 atm to 20 atm, using 
the same physiological saline solution, and the condition 
at each pressure value was held for 1 second. The outer 
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diameter of the balloons was measured with a laser 
measurement instrument every time the internal pressure 
rose 1 atm, and compliance curves were produced, plotting 
inflation pressure against balloon outer diameter- The 
results are given in Fig. 9 (for Embodiment 5), Fig. 10 
(for Embodiment 6), Fig. 11 (for Embodiment 7), Fig. 12 
(for Embodiment 8), Fig. 13 (for Comparative Examples 6 
and 7), Fig. 14 (for Embodiment 9), and Fig. 15 (for 
Comparative Examples 8 and 9). The values indicated in 
each graph are mean values of 10 measured values . 

At the same time, the internal pressure was raised 
until the balloon failed in order to measure the burst 
pressure. Those results ("mean burst pressure") are 
given further below in Table 2. The values indicated in 
the table are mean values of 10 measured values. 

(Balloon Catheter Samples) 

Balloon catheter samples were next fabricated using 
the balloons of Embodiments 5 to 9 and Comparative 
Examples 6 to 9 , and the performance thereof investigated. 
For these balloon catheter samples, those wherein the 
balloon 3 is joined to the distal end of the catheter 
shaft 2, having a double tubular structure comprising a 
first tubular member 5 and second tubular member 6, as 
diagrammed in Fig, 1, were employed. The manifold 4 was 
not necessary and therefore not connected. The balloon 
portions were wrapped and then subjected to EOG 
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sterilization, and 10 samples of each balloon catheter 
sample were fabricated - 

(Cross Performance Related Tests) 

Resistance values for the balloon catheter samples 
were measured when inserted inside a U-shaped simulated 
curved constricted blood vessel plate 31 placed in 
physiological saline solution at 37°C, as diagrammed in 
Fig. 16. The U-shaped simulated curved constricted blood 
vessel plate 31 is configured with polyethylene tubes 33 
and 34 having internal diameters of 3.00 mm deployed and 
secured along a U-shaped channel 32 formed on the back 
side of an acrylic panel 32. and with a polyethylene tube 
35 having an inner diameter of 0.95 mm and outer diameter 
of 2.98 ram deployed and secured coaxially so as to form a 
semicircle of diameter 150 mm in the curved part of the 
U-shaped channel 32. 

The base end of the catheter shaft 2 is held in a 
clamp 37 coupled to a force gauge 36. The force gauge 36 
is attached to a slide table 38 that can be freely moved 
farther or closer relative to the U-shaped simulated 
curved constricted blood vessel plate 31. 

A guide wire 38 was inserted and passed through the 
lumen in the simulated curved constricted blood vessel 
formed by the polyethylene tubes 33, 34, and 35, the 
force gauge was moved toward the plate 31 side at a speed 
of 10 mm/sec, the balloon catheter sample 1 was advanced 
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along the guide wire 39, and the maximum resistance value 
(load acting on the force gauge 36) when the simulated 
curved constricted blood vessel was passed through was 
recorded as the "resistance value at initial crossing." 
The results are given in Table 2 below. The values 
indicated in the table are mean values of the values 
measured in 10 balloon catheter samples. 

After measuring the resistance values at initial 
crossing, the balloon catheter samples were retracted to 
the entrance to the simulated curved constricted blood 
vessel, physiological saline solution was inducted into 
the balloon 3 at an internal pressure of 10 atm, and the 
balloon was inflated for 60 seconds . Immediately 
thereafter the balloon was collapsed under reduced 
pressure, the same sample was again moved ahead inside 
the simulated curved constricted blood vessel at a speed 
of 10 mm/sec while maintaining a negative pressure 
therein, and the maximum resistance value at passage 
recorded as the "resistance value at recrossing." The 
results are given in Table 2 below. The values indicated 
in the table are mean values of the values measured in 10 
balloon catheter samples . 
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Table 2 





Resistance 
Value at 
Initial 
Crossing 
(N) 


Resistance 
Value at 
Recrossing 
(N) 


Mean 
Burst 
pressure 
(atm) 


Standard 
Deviation 
of Mean 

pressure 
(atm) 


Rated 
Burst 
pressure 
(atm) 


Embodiments 5 


0. 12 


0. 23 


19. 1 


0, 55 


15. 7 


Embodiments 6 


0. 15 


0, 21 


20. 4 


0. 49 


1 7. 4 


Embodiments 7 


0. 10 


0. 25 


19. 2 


0. 38 


16. 8 


Embodiments 8 


0. 1 1 


0. 19 


19. 3 


0. 71 


14. 9 


Comparative Examples 6 


0. 23 


0. 60 


22. 9 


0. 72 


18. 4 


Comparative Examples 7 


0. 10 


0. 21 


14. 4 


0. 59 


10. 7 


Embodiments 9 


0. 08 


0. 18 


20, 7 


0. 70 


16. 4 


Comparative Examples 8 


0. 28 


0. 72 


23. 3 


0. 62 


19. 5 


Comparative Examples 9 


0. 06 


0. 16 


16. 4 


0. 81 


11. 4 



As relating to balloon safety, incidentally, the 
rated burst pressure {RBP) as defined in the U.S. Food 
and Drug Administration "Guidelines" is determined 
according to formula (1) below. 

(1) RBP = X - (K + 1)D 

In this formula, RBP = rated burst pressure, X = 
mean burst pressure, D = standard deviation for mean 
burst pressure, and K is a coefficient determined by 
credibility (C), probability (P), and the number of 
samples (n) used in calculating the mean burst pressure. 
The coefficient K can be found using a table provided in 
the FDA "Guidelines." At this time, C = 0.95, P = 0.999, 
and n = 10, wherefore K = 5.203. The values of the 
"standard deviation for mean burst pressure" (D) and 



57 



"rated burst pressure" (RBP) for the embodiments and 
comparative examples are given in Table 2. 

In terms of the strength to withstand pressure in 
balloon catheters having a nominal diameter of 3.0 mm, 
for which demand has been high in recent years for 
medical procedures, a rated burst pressure (RBP) of at 
least 14 atm is necessary because, after leaving a stent 
in place at a lesion site, there is a possibility of 
dilatation being required at that lesion site with the 
stent in place. Accordingly, from formula (1) above, a 
mean burst pressure (X) of about 20 atm is needed. The 
lower the resistance value when advancing a catheter to a 
vascular stricture, the easier it will be to advance the 
catheter to that stricture, and the higher will become 
the passability and controllability of the balloon 
catheter. This means that if the "resistance value at 
initial crossing" is low, the initial crossing 
performance will be good, and if the "resistance value at 
recrossing" is low, the recrossing performance will be 
good. In general, technicians operating balloon 

catheters judge passability to be high if the resistance 
value is on the order of 0.20 N. 

(Evaluation) 

The embodiments and comparative examples described 
in the foregoing are evaluated on the basis of the 
judgment criteria given above. Evaluations of 
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Embodiments 5 to 8 and Comparative Examples 6 and 7 using 
polymer blend materials wherein the first polymer 
component and second polymer component were polyester 
elastomers are discussed below. 

With the samples for Embodiments 5 to 8, the 
"resistance value at initial crossing" and "resistance 
value at recrossing" range from 0.10 N to 0.25 N, and the 
passability and controllability of the samples can be 
judged to be very high. The "mean burst pressure" in 
Embodiments 5 to 8 is distributed within a range of 19.1 
to 20.4 atm, which are values wherewith a rated burst 
pressure of 14 atm can be attained. 

With the samples for the corresponding Comparative 
Example 6, although the "mean burst pressure" is 22.9 atm, 
a value wherewith a rated burst pressure of 14 atm can be 
attained, the "resistance value at recrossing" is very 
high, from which it is seen that passability and 
controllability are not nearly as good as in the 
embodiments . With the samples in Comparative Example 7 , 
the "resistance value at initial crossing" and 
"resistance value at recrossing" are 0.21 N or lower, and 
the levels of passability and controllability are high, 
but the "mean burst pressure" is extremely low at 14.4 
atm, making it impossible to attain a rated burst 
pressure of 14 atm. 
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Looking at the compliance curves described earlier, 
moreover, in the samples for Embodiments 5 to 8 , not only 
are no clear differences observed between Fig. 9 to 12, 
but there is also almost no difference with Comparative 
Example 6 plotted in Fig. 13, and it is seen that 
adequate flexibility and strength to withstand pressure 
are exhibited while maintaining semi-compliant 
characteristics that are extremely close to non-compliant 
characteristics . 

With Comparative Example 6, however, as plotted in 
Fig. 13, although semi- compliant characteristics close to 
non- compliant characteristics are obtained, the 
"resistance value at recrossing" is very high, as noted 
earlier, and adequate flexibility is not indicated. With 
the Comparative Example 7 samples, semi -compliant 
characteristics near compliant characteristics are 
indicated, wherefore they would readily over- extend 
vascular walls. 

Evaluations are given next for Embodiment 9 and 
Comparative Examples 8 and 9 wherein polymer blend 
materials were used wherein the first polymer components 
and second polymer components consisted of polyamide 
elastomers . 

With the Embodiment 9 samples, the "resistance value 
at initial crossing" and "resistance value at recrossing" 
ranged from 0.08 to 0.18 N, and the passability and 
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controllability of those samples can be evaluated as very 
high. The "mean burst pressure" is 20.7 atm, moreover, 
so a rated burst pressure of 14 atm can be attained. 

With the corresponding Comparative Example 8 samples, 
although the "mean burst pressure" is 23.3 atm, wherewith 
the rated burst pressure of 14 atm can be attained, the 
"resistance value at initial crossing" and "resistance 
value at recrossing" are very high, so the passability 
and controllability are not nearly as good as with the 
embodiment . With the Comparative Example 9 samples , the 
"resistance value at initial crossing" and "resistance 
value at recrossing" are 0.16 N or lower, so passability 
and controllability levels are high, but the "mean burst 
pressure" is low at 16.4 atm, making it Impossible to 
realize a rated burst pressure of 14 atm. 

Looking at the compliance curves described earlier. 
Embodiment 9 (Fig. 14) exhibits almost no difference from 
Comparative Example 8 (Fig. 15), and it is seen that 
adequate flexibility and strength to withstand pressure 
are exhibited while maintaining semi- compliant 
characteristics that are extremely close to non-compliant 
characteristics . 

With the corresponding Comparative Example 8 samples, 
as plotted in Fig. 15, although semi-compliant 
characteristics near non-compliant characteristics are 
obtained, as noted earlier, the "resistance value at 
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recrossing" is very high, and adequate flexibility is not 
indicated. The Comparative Example 9 samples exhibit 
semi -compliant characteristics near compliant 

characteristics, wherefore they would readily over-extend 
vascular walls . 

Various embodiment aspects of a balloon catheter 
relating to a third invention are next described with 
reference to Fig. 17 to 26. 

When the balloon catheter 1 is presented as a 
finished product, as diagrammed in the simplified cross - 
sectional diagram given in Fig. 25(a), the balloon 3 is 
collapsed, the outer diameter thereof is minimized, and 
it is folded around the circumference of the first 
tubular member 5 for passing the guide wire. Accordingly, 
when used the first time, the balloon 3 will pass a 
stricture without difficulty, whereupon, as diagrammed in 
the simplified cross-sectional view given in Fig. 25(b), 
the balloon 3 inflates when its internal pressure is 
raised. However, when the balloon 3 is removed from the 
body, even if collapsed under reduced pressure, it will 
not return to the folded condition diagrammed in Fig. 
25(a), but, instead, a phenomenon (called winging) occurs 
wherewith the balloon spreads out horizontally in the 
radial direction so that two wings 40 and 40 are formed, 
as diagrammed in the simplified cross-sectional view 
given in Fig. 25(c). The overall length of the two wings 
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(hereinafter called winging length) not only becomes 
larger than the outer diameter of the balloon when folded 
up, but even larger than the nominal diameter of the 
balloon 3, giving rise to a problem in that it is 
difficult to use the same balloon 3 in repeat dilatation 
therapy. In other words, as diagrammed in Fig. 26, the 
distal -side tapered part 12 divided in two by the two 
wings 40 and 40 strikes the stricture 42 in the lumen of 
the blood vessel 41 and cannot be advanced farther. 

Fig. 17 is a simplified cross -sectional view of the 
vicinity of the leading end part of a first embodiment 
aspect of the balloon catheter 1 relating to the third 
invention. 

In the balloon catheter 1 of this embodiment aspect , 
as diagrammed in Fig. 1 and Fig. 17, the balloon 3 is 
Joined to the catheter shaft 2 made with a first tubular 
member 5 for passing the guide wire deployed in the lumen 
of a second tubular member 6 . The balloon 3 has a 
tubular shape and comprises a straight tube part 11 that 
expands or contracts when the internal pressure is 
adjusted, distal-side and proximal-side tapered parts 12 
and 13, the diameters whereof gradually narrow, abutting 
the straight tube part 11 at either end, and distal- side 
and proximal-side sleeve parts 14 and 15, abutting two 
ends of the tapered parts 12 and 13, Joined to the outer 
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circumferential surface of the first tubular member 5 and 
to the distal end of the second tubular member 6. 

The outer circumferential surface of the distal end 
of the second tubular member 6 has its diameter narrowed, 
taking the ability to withstand pressure into account, 
and the proximal-side sleeve part 15 is joined thereto by 
being fit around that portion having the narrowed 
diameter. In this way, the step appearing after these 
two are Joined can be made smaller. Between the outer 
circumferential surface of the first tubular member 5 and 
the inner circumferential surface of the second tubular 
member 6 is formed an inflation lumen 8 for passing 
physiological saline solution or an imaging agent for 
increasing the internal pressure in the balloon 3, and 
the guide wire noted earlier is inserted and passed into 
the guide wire lumen 7 of the first tubular member 5. At 
the base end of the catheter shaft, furthermore, a 
manifold 4 is connected which comprises ports 9 and 10 
for communicating with the guide wire lumen 7 and 
inflation lumen 8. 

The distal-side sleeve 14 is formed so that a part 
43 of the adjacent taper start position is shifted a 
prescribed distance (Ld) toward the distal-side in the 
longitudinal axis direction. More specifically, the 
sleeve part 14 is formed so that the taper start position 
extending around the inner circumference at the distal 

64 



end of the distal -side tapered part 12 is gradually- 
shifted toward the distal- side, extending in the 
circumferential direction, starting at the taper start 
position 44 on the closest side, so as to have a shape 
that reaches the taper start position 43 on the farthest 
side. At this time, the distance in the long axial 
dimension between the taper start positions 43 and 44 on 
the nearest and farthest sides is Ld as diagrammed. In 
Fig. 18 is given a simplified cross -sectional view of the 
straight tube part 11 when winging has developed in such 
a balloon 3. According to this diagram, the two wings 40 
and 40 are formed about the circumference of the first 
tubular member 5 for passing the guide wire, in the 
straight tube part 11 of the balloon 3. These two wings 
40 and 40 will develop at two starting points, namely at 
the taper start positions 43 and 44 on the nearest side 
and farthest side. Thus the positions where the two 
wings 40 and 40 develop can be controlled, and the 
distal- side tapered part 12 will appear to be divided in 
two by the two wings 40 and 40 when winging develops, but 
a sharp step will no longer be formed. Therefore, when 
the balloon wherein winging has developed is passed 
through lesion sites where calcification has occurred or 
a stent has been left in place, the resistance force will 
be sharply reduced. In order to sufficiently manifest 
the effectiveness described above, the Ld should be 
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adjusted to range from 0.3 itiin to 10.0 mm, and preferably 
from 0.5 mm to 8 mm. 

The straight tube part 11, furthermore, is the 
section that extends from the terminal end position of 
the distal-side tapered part 12 to the terminal end 
position of the proximal-side tapered part 13, and is the 
section that substantially dilates the lesion site. By 
shifting the taper start position 43 of the distal-side 
tapered part 12 toward the distal side, the corresponding 
taper terminal end position will also shift toward the 
distal side, and the length of the straight tube part 11 
in the long axial dimension will not be constant but will 
gradually change all the way around in the 
circumferential direction. The shortest stricture length 
in a coronary artery treated by PTCA balloon catheter 
therapy is 8.0 mm or so. In other vascular lumens 
treated by PTA balloon catheter therapy, there are 
strictures that reach a length of approximately 80.0 mm 
in the subclavian vein. In order to handle these various 
lesion sites, it will be well for the length of the 
straight tube part 11 in the long axial dimension to be 
adjustable within a range of 8.0 mm to 80.0 mm in its 
shortest portion. 

Such a balloon 3 as this , in order to have 
sufficient strength to withstand internal pressures 
introduced when being inflated, should be fabricated by 
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blow molding. More specifically, first, a tubular 
parison of prescribed inner and outer diameters is 
fabricated by extrusion molding. This parison is pulled 
and drawn in the axial direction at room temperature to 
increase its length by a factor of from 2 to 7 . As a 
post -process, while locally heating the two outside parts 
of the section later to be formed into the straight tube 
part, that is, the sections where the tapered parts and 
sleeve parts will later be formed, only the two outside 
parts are pulled and drawn in the axial direction. It 
will thus be possible to effect adequate skin thinning in 
the tapered parts and sleeve parts after molding. 

The parison preformed in this way so as to have a 
prescribed length is transferred to the cavity of a blow- 
molding metal mold, that metal mold is closed, compressed 
air is blown into the interior, and the parison is caused 
to swell and to be molded to the shape of the cavity, 
whereupon the straight tube part 11, tapered parts 12 and 
13. and sleeve parts 14 and 15 of the balloon described 
above are formed. It is preferable that the cavity shape 
here be set slightly larger than the shape of the balloon 
3 that is the molded product . A thermal fixing treatment 
may also be performed as necessary to stabilize the shape 
and dimensions of the balloon. The resin material used 
in the parison may be polyethylene terephthalate (PET), 
polyethylene, polyvinyl acetate, an ionomer, vinyl 
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polychloride, polyamide (Nylon 66, Nylon 12, etc.), 
polyainide -based thermoplastic elastomer, polyester-based 
thermoplastic elastomer, or polyurethane -based 

thermoplastic elastomer, used either singly or in 
mixtures of two or more. Parisons having multi-layer 
structures comprising combinations of these resin 
materials can also be prepared. The third invention, 
however, is in no way limited to or by these balloon 
manufacturing conditions or materials. The manufacturing 
conditions and materials described in Japanese Patent 
Application Laid-Open No. H3-57462/1991 (published), 
Japanese Patent Application Laid-Open No. H3- 57463/1991 , 
and Japanese Patent Publication No. H3-37949/1991 
(published) may be used, for example. 

Furthermore, after the blow molding described above, 
in order to perform skin thinning on the distal-side and 
proximal-side sleeve parts 14 and 15 more accurately, the 
straight tube part 11 and the tapered parts 12 and 13 may 
be fixed in a metal mold, and either the distal -side 
sleeve part 14 or the proximal-side sleeve part 15 only 
pulled and drawn, or, alternatively, in order to effect 
greater skin thinning, the sleeve parts may be subjected 
to grinding machining using a centerless grinder or the 
like . 

Next, a second embodiment aspect of the balloon 
catheter relating to the third invention is described. 

68 



Fig. 19 is a simplified cross -sectional view of the 
vicinity of the leading end in this embodiment aspect. 

The balloon catheter 1 in this embodiment aspect has 
the same basic structure as the first embodiment aspect 
of the third invention described already. Structural 
members denoted by the same symbols as those in the first 
embodiment aspect are assumed to have roughly the same 
configuration, and are not described here in any detail. 

In this embodiment aspect, the angle of inclination 
relative to the long axial dimension in the distal- side 
tapered part 12 gradually changes. More specifically, 
the distal-side tapered part 12 is molded to a shape 
wherein the angle of inclination gradually changes from a 
minimum value (62) across the circumferential direction 
until it reaches a maximum value (61), as diagrammed. 
Accordingly, as diagrammed in the simplified cross- 
sectional diagram of the straight tube part 11 in Fig. 20, 
when winging has occurred, even if two wings 40 and 40 
develop about the circumference of the first tubular 
member 5, these two wings 40 and 40 will develop from 
starting points at positions corresponding to the maximum 
value (61) and minimum value (62) of the angle of 
inclination. Thus the positions where the two wings 40 
and 40 develop can be controlled. Also, when winging 
develops, the distal-side tapered part 12 appears to be 
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divided in two by the two wings 40 and 40, but sharp 
steps will no longer be formed, wherefore the resistance 
force when passing the balloon with winging developed 
through lesion sites that are calcified or have a stent 
left in place will be markedly reduced. In order to 
cause this reduction in resistance force to be adequately 
effected, the angular difference between the maximum and 
minimum values of the angle of inclination {61 - 62) 
should be adjusted to range from 2° to 30°, and preferably 
from 5° to 25°. 

The straight tube part 11, furthermore, is the 
section extending from the terminal end position of the 
distal-side tapered part 12 to the terminal end position 
of the proximal-side tapered part 13, and is the section 
that substantially dilates the lesion site. In this 
embodiment aspect, by having the angle of inclination of 
the distal-side tapered part 12 vary, the terminal end 
position of the corresponding distal-side tapered part 12 
will also shift in the longitudinal axis direction, and 
the length of the straight tube part 11 in the 
longitudinal axis direction will vary all around in the 
circumferential direction. The length in the 

longitudinal axis direction of such a straight tube part 
11, for the same reason as in the first embodiment aspect, 
should be adjusted to range from 8.0 ram to 80.0 mm in the 
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shortest portion in order to handle various different 
lesion sites. 

In the embodiinent aspects described in the foregoing, 
the description focuses mainly on the configuration of 
the distal- side sleeve part. In the third invention, 
however, it is possible to adopt the same configuration 
for the proximal- side sleeve part relative to the second 
tubular member. In that case, the resistance force when 
retracting the balloon catheter can be reduced, wherefore 
the dangers of damaging the inner membranes in blood 
vessels and causing post -operative complications can be 
reduced. 

It will be abundantly clear to one skilled in the 
art, moreover, that more favorable balloon catheters can 
be obtained by combining the first embodiment aspect and 
second embodiment aspect described in the foregoing, and 
suitably adjusting the distance by which the taper start 
positions are shifted, and/or the difference between the 
maximum angle of inclination and minimum angle of 
inclination in the tapered parts . 

In the embodiment aspects described in the foregoing, 
moreover, the descriptions focus on the coaxial type of 
catheter. The third invention can be applied to balloon 
catheters other than those of the coaxial type, however. 
Needless to say, it can be applied to the type having 
multiple axes described in Japanese Patent Application 
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Laid-open No. H7-132147/1995 (published), for example. 
Depending on the application, furthermore, the third 
invention may also be applied to various types of balloon 
catheter such as the over-the-wire and monorail types. 

The third invention represented in the embodiment 
aspects described above, furthermore, is not limited to 
PTCA balloon catheters used in coronary artery stricture 
therapy, but, as will be abundantly apparent to one 
skilled in the art, can be employed in peripheral blood 
vessels other than coronary arteries, and in dialysis 
shunts. Needless to say, the third invention can be 
employed in all kinds of internal lumens through which it 
is difficult to pass a balloon. 

Detailed descriptions are now given for more 
specific embodiments and comparative examples relating to 
the third invention, but the embodiments described below 
do not in any way limit the third invention. 

(Embodiment 10) 

The balloon catheter 1 in the first embodiment 
aspect described earlier was fabricated as diagrammed in 
Fig. 17. The procedures used in fabricating the balloon 
3 are as follows. First, a parison (inner diameter = 
0.60 mm; outer diameter = 1.03 mm) wherein "Hytrel" (made 
by Du Pont; Shore hardness = 72D) as the resin material 
was pulled and drawn to three times its original length 
in the axial direction at room temperature. Next, while 
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the portions extending 3 cm on the two outsides of the 
center part in the axial direction having a length of 
approximately 13 mm were being locally heated (to a 
temperature of 90°C) , the two 3 cm outside portions were 
further pulled and drawn to twice their length to yield a 
preformed parison. After that, the parison was 

transferred to the cavity of a blow-molding metal mold, 
one end of the cavity was stoppered, and a high-pressure 
air source was connected to the other end. Next, the 
metal mold was closed and heated to approximately 90°C, 
air at 280 psi was blown into the interior of the parison, 
and a balloon having a nominal diameter (balloon diameter 
when a nominal pressure of 6 atm is applied) of 3.0 mm 
was molded. 

The various dimensions of this balloon 3, as 
diagrammed in Fig. 21, were as follows. The length of 
the straight tube part 11 in the longitudinal axis 
direction was 18.0 mm, the skin thickness therein was 
0.020 mm, the inner diameter of the distal-side sleeve 
part 14 was 0.57 mm, the outer diameter thereof was 0.70 
mm, the difference (Ld) between the farthest-side and 
nearest-side taper start positions 43 and 44 in that 
sleeve part was 3.0 mm, the minimum length of that sleeve 
part was 2.0 mm, the length in the longitudinal axis 
direction of the distal-side tapered part 12 was 4.5 mm. 
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the length in the longitudinal axis direction of the 
proximal-side tapered part 13 was 4.1 mm, the length of 
the proximal-side sleeve part 15 was 3.0 mm, the inner 
diameter thereof was 0.89 mm, and the outer diameter 
thereof was 0.99 mm. 

Such a balloon 3 was joined to a catheter shaft to 
fabricate the balloon catheter of this embodiment. 

(Comparative Example 10) 

The balloon catheter of this comparative example was 
fabricated in the same manner as in Embodiment 10 except 
that the various dimensions and shape of the balloon were 
established as indicated in Fig. 22. As diagrammed in 
Fig. 22, the various dimension of the balloon 3 relating 
to this comparative example were as follows . The length 
of the straight tube part 11 in the longitudinal axis 
direction was 18.0 mm, the skin thickness therein was 
0.020 mm, the inner diameter of the distal-side sleeve 
part 14 was 0.57 mm, the outer diameter thereof was 0.70 
mm, the length thereof was 2.0 mm, the length in the 
longitudinal axis direction of the distal- side tapered 
part 12 was 4.5 mm, the length in the longitudinal axis 
direction of the proximal-side tapered part 13 was 4.1 mm, 
the length of the proximal-side sleeve part 15 was 3.0 mm, 
the inner diameter thereof was 0.89 mm, and the outer 
diameter thereof was 0.99 mm. The distal-side sleeve 
part 14 was molded so that the angle of inclination 
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relative to the longitudinal axis direction thereof was 
constant all around the circumferential direction (91 = 
62) . 

(Evaluation Method) 

A test system like that diagrammed in Fig. 23 was 
used. Specifically, a test environment simulating a 
vascular lumen having a stricture was prepared by 
abutting and coaxially connecting a metal tube 46 having 
an inner diameter of 3.0 mm and a length in the 
longitudinal axis direction of 5 cm to the leading end 
surface of a polyurethane tube 45 having an inner 
diameter of 3.5 mm and a length in the longitudinal axis 
direction of 20 cm. A guide wire 47 was inserted and 
passed into the lumen of these tubes. Then a balloon 
catheter 1 wherein horizontal winging had been 
artificially produced was advanced along the guide wire 
47. When the balloon 3 passed the boundary between the 
polyurethane tube 45 and the metal tube 46, the maximum 
value read out from a force gauge 49 secured by a clamp 
48 to the manifold 4 was recorded as the measured value, 
and that balloon catheter was evaluated based on the 
measured values. The inner diameter of the metal tube 46 
was made smaller than the winging length across the two 
wings 40 and 40 of the balloon 3. 

(Evaluation Results 1) 
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The measured values for the balloon catheters of 
Embodiment 10 and Comparative Example 10 described in the 
foregoing, using the test system described above, were 
0.28 N for Embodiment 10, and 0.51 N for Comparative 
Example 10. Thus it was confirmed that the resistance 
force was sharply reduced in Embodiment 10 as compared to 
the comparative example. 

( Embodiment 1 1 ) 

Next, the balloon catheter of the second embodiment 
aspect described earlier was fabricated, as diagrammed in 
Fig. 19, and the balloon catheter of this embodiment 
aspect was fabricated in the same way as in Embodiment 10, 
except in that the various dimensions and shape of the 
balloon were established as indicated in Fig. 24. In 
this Embodiment 11, as diagrammed in Fig. 24, the various 
dimensions of the balloon 3 were as follows. The maximum 
angle of inclination (61) of the distal-side tapered part 
12 was 15°, the minimum angle of inclination (92) was 8°, 
the difference therebetween (61 - 62) was 7°, the length 
in the longitudinal axis direction of the straight tube 
part 11 was 18.0 mm, the skin thickness therein was 0,020 
mm, the inner diameter of the distal- side sleeve part 14 
was 0.57 ram, the outer diameter thereof was 0.70 mm, the 
length thereof was 2.0 mm, the length of the proximal- 
side sleeve part 15 was 3.0 mm, the inner diameter 
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thereof was 0.89 nun, and the outer diameter thereof was 
0.99 mm. 

(Evaluation Results 2) 

The measured values for the balloon catheters of 
Embodiment 11 and Comparative Example 10 were 0.38 N for 
Embodiment 11 and 0.51 N for Comparative Example 10. In 
Embodiment 11 also, it was confirmed that the resistance 
force is sharply reduced compared to Comparative Example 
10 wherein the taper start position in the distal-side 
tapered part is the same all around the circumferential 
direction. 

Next, various embodiment aspects relating to a 
fourth invention are next described, making reference to 
the diagrams in Fig. 2 7 to 30. 

Fig. 27 is a simplified diagram of one embodiment of 
a balloon catheter protective device relating to the 
fourth invention. Fig. 27(a) is a cross-sectional view 
of the balloon catheter protective device of this 
embodiment, while Fig. 27(b) is a right side elevation of 
the same balloon catheter protective device. 

The balloon catheter protective device 50 of this 
embodiment is configured such that it comprises a 
cylindrical protective pipe part 51 that protectively 
covers the leading end part of the balloon catheter when 
inserted therein, and a coupling adapter 52 that is fit 
concentrically onto the base end 53 of the protective 
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pipe part 51 and connects to a hypodermic syringe barrel 
or other flushing fluid supplying instrument. The 
protective pipe part 51 and coupling adapter 52 may also 
be bonded using an adhesive, or they may be thermally 
fused. In this embodiment, furthermore, the protective 
pipe part 51 and the coupling adapter 52 are fit together, 
but this poses no limitation in the fourth invention, and 
the protective pipe part 51 and coupling adapter 52 may 
be molded together in one piece. 

The protective pipe part 51 consists of a resin such 
as polyolefin or polyolefin fluoride, with polyethylene, 
polypropylene, polyethylene fluoride, polypropylene 
fluoride, and ethylene propylene fluoride copolymer being 
preferred, and ethylene propylene fluoride copolymer 
particularly preferred. The length thereof should be 
able at least to protectively cover the balloon 3. In 
general, the length in the axial direction should be 5.0 
mm to 100.0 mm, with 7.0 mm to 80.0 mm being preferred. 
The lumen 54 in the leading end of the protective pipe 
part 51 is formed in a tapered shape, with the diameter 
gradually diminishing toward the leading end to 
facilitate Insertion of the balloon. The inner diameter 
of the protective pipe part 51 is selected to match the 
outer diameter of the balloon 3 being used, in the folded 
condition. This inner diameter should be 0.1 mm to 4.0 
mm, but preferably 0.3 mm to 2.0 mm, and more preferably 
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0.5 mm to 1.2 mm. The lumen 55 extending roughly through 
the entire length of the protective pipe part 51 may be 
made with a tapered shape with the diameter gradually and 
gently broadening from the base end part 53 to the 
leading end part to facilitate removal of the balloon 
catheter 1 from the protective pipe part 51. 

The coupling adapter 52 consists mainly of a 
polyolefin resin such as polyethylene or polypropylene, 
with a polypropylene resin being preferred, and comprises 
a cylindrical fitting part 56 for fitting to the base end 
part 53 of the protective pipe part 51, and a coupling 
port 57 capable of connecting to a hypodermic syringe or 
other flushing fluid supplying instrument. A ring-shaped 
flange 58 is formed about the outer circumference at the 
back end thereof. In the interior of the coupling 
adapter 52 is formed a flow path 59 through which the 
flushing fluid supplied from the coupling port 57 flows 
and that communicates with the lumen 55 in the protective 
pipe part 51. As diagrammed in Fig. 27(b), furthermore. 
Luer taper lock fitting tabs 60 and 60 are formed in the 
flange 58, at positions opposed 180 degrees relative to 
the center axis thereof. 

The balloon catheter protective device 50 having the 
structure described in the foregoing, prior to use, 
protectively covers a balloon catheter 1 having a balloon 
3 that is in a folded condition under negative pressure 
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the leading end part 61 whereof is inserted therein, as 
diagrammed in Fig. 28. In order to protect the first 
tubular member 5 (not shown) that configures the guide 
wire lumen, a protective core material 62 made of steel 
is inserted into the first tubular member 5. The 
protective core material 62 is securely attached to the 
front end surface of a core material holder 63, that core 
material holder 63 is fit inside the coupling port 57 so 
that it can be freely detached, and to the back end 
surface of that core material holder 63 is securely 
attached a pin 64 so that the protective core material 62 
can be easily removed from the inner shaft. 

When the protective device of this embodiment is 
used, the protective core material 62 is removed from the 
first tubular member 5, and a flushing fluid supplying 
instrument is coupled to the coupling adapter 52 . By 
coupling here is meant a condition wherein the protective 
device 50 of this embodiment and a flushing fluid 
supplying instrument are held in place so that they will 
not come apart when flushing the guide wire lumen 7 of 
the balloon catheter 1 with physiological saline solution. 
In Fig. 29 is diagrammed a condition wherein the barrel 
end 66 a hypodermic syringe 65 of comparatively small 
volume is coupled to the coupling adapter 52 . The barrel 
end 66 of the hypodermic syringe 65 that is the flushing 
fluid supplying instrument has a tapered outer 
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circumferential surface, and is inserted firmly but 
detachably in the coupling port 57 by being tightly 
joined so that its tapered outer circumferential surface 
matches the tapered inner circumferential surface of the 
coupling port 57. In this condition, the flushing fluid 
inside the hypodermic syringe 65 is injected into the 
coupling port 57 and passes through the flow path 59, is 
made to flow into the opening at the leading end of the 
guide wire lumen 7 in the balloon catheter 1 , and flushes 
that guide wire Itamen 7. The balloon catheter protective 
device 50 is removed from the balloon catheter 1 after 
flushing is complete, and PTCA or other procedures are 
performed . 

The embodiment described in the foregoing is one 
wherein the barrel end 66 of a hypodermic syringe barrel 
is fitted to the coupling port 57, but, as another 
embodiment, a coupling port may be adopted into which a 
hypodermic needle holding member (not shown) for holding 
a hypodermic needle is made to fit. In that case, the 
inner circumferential surface of the coupling port is 
formed so as to have a tapered shape capable of matching 
and tightly fitting about the outer circumferential 
surface of the hypodermic needle holding member. 

In Fig. 30, furthermore, is diagrammed a condition 
wherein the barrel end 68 of a hypodermic syringe 67 of 
copparatlvely large capacity is coupled to the coupling 
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adapter 52 by so-called Luer taper lock fitting coupling. 
The barrel end 68 of the hypodermic syringe 67 has a 
structure wherein an outside cylinder 69 and an inside 
cylinder 70 are deployed concentrically. In the inner 
circumferential surface of the outside cylinder 69 are 
formed double spiraling projections 71 and 72, and the 
center void 73 in the inside cylinder 70 communicates 
with the internal void 74 inside the hypodermic syringe 
barrel 67. The Luer taper lock fitting tabs 60 and 60 of 
the coupling adapter 52 are turned along the groove 
between the spiraling projections 71 and 72 and thereby 
fit together therewith, while the outer circumferential 
surface of the inside cylinder 70 is matched with and 
tightly fit into the inner circumferential surface of the 
coupling port 57 having the tapered shape. Thus the 
barrel end 68 of the hypodermic syringe 67 is coupled to 
the coupling adapter 52. In that condition, the flushing 
fluid in the interior void 74 of the hypodermic syringe 
67 is injected into the coupling port 52, made to flow 
through the flow path 59, and caused to flow into the 
opening at the forward end of the guide wire lumen 7 in 
the balloon catheter 1 . Thus the guide wire lumen 7 can 
be flushed. 

The balloon catheter indicated in Fig. 1, as 
described in the foregoing, exhibits superior flexibility 
in the tip portion thereof. Therefore a balloon catheter 
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is obtained that excels in controllability, and 
particularly in the ability to advance to and through 
highly curved lesion sites and greatly hardened lesion 
sites . 

Based on a balloon catheter wherein a balloon is 
made with the polymer blend material of the second 
invention, that polymer blend material is a thermoplastic 
elastomer wherein a first polymer component has a higher 
Shore hardness than a second polymer component, and both 
the first polymer component and the second polymer 
component have a hard segment with the same repeating 
unit structure and a soft segment with the same repeating 
unit structure. Therefore the optimization of the 
blending ratios in the blend materials, conventionally 
very difficult, can be achieved easily, and it becomes 
possible to obtain balloons having sufficient flexibility 
and strength to withstand pressure, even while 
maintaining elongation in the radial dimension relative 
to the inflation pressure (compliance characteristics) 
from semi -compliant to non-compliant. Thus balloon 
catheters can be obtained that exhibit extremely 
outstanding passability and controllability and are 
useful in medical applications . 

Based on the balloon catheter relating to the first 
embodiment aspect of the third invention, moreover, at 
least one or other of the distal- side sleeve part and 
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proximal -side sleeve part has a shape such that that 
sleeve part and part of the adjacent taper start position 
are shifted in the longitudinal axis direction, the inner 
surface of that distal -side sleeve and the outer surface 
of the guide wire passing tube are joined and that 
proximal- side sleeve part and the end of the outside tube 
are joined. Therefore the distal -side tapered part, when 
winging has occurred, appears to be divided in two by the 
two wings , but the positions in the longitudinal axis 
direction are mutually shifted such that a two-stage step 
will be formed, and no sharp step will be formed. 
Therefore it becomes possible to sharply reduce the 
resistance force when passing a balloon in which winging 
has developed through a lesion site or the like where 
calcification has occurred or a stent has been left in 
place, and the dangers of damaging a vascular lumen, 
pushing a stent to the distal side of a blood vessel, or 
dislocating a stent are markedly reduced. 

Based on the balloon catheter relating to the second 
embodiment aspect of the third invention, furthermore, 
the angle of inclination in the tapered part of at least 
one or other of the distal-side tapered part and 
proximal -side tapered part is caused to vary all around 
in the circumferential direction, wherefore, although the 
distal-side tapered part, when winging has developed, 
will appear to be divided in two by the two wings , no 
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sharp step will be formed, and, as in the first invention, 
it becomes possible to sharply reduce the resistance 
force when passing a balloon in which winging has 
developed through a hard lesion site or the like where 
calcification has occurred or a stent has been left in 
place . 

A balloon catheter protected by the protective 
device relating to the fourth invention is shipped as a 
finished product in a condition wherein the leading end 
part containing the balloon is inserted inside the 
protective pipe part and protectively covered. Therefore 
it is possible to prevent the development of bending 
tendencies, prior to use, such that the leading end part 
containing the balloon becomes bent so that it becomes 
difficult to insert it to a stricture. Also, a flushing 
fluid supplying instrument can be coupled to the coupling 
adapter, and flushing performed by causing the flushing 
fluid to flow into the guide wire lumen of the balloon 
catheter. Accordingly, a balloon catheter guide wire 
lumen can be flushed without requiring a tedious 
operation and without damaging or deforming the leading 
end part of the balloon catheter. 

As set forth in the foregoing, the balloon catheters 
relating to the present invention are suitable for use 
when performing treatment or surgery for the purpose of 
dilating lesion sites such as strictures or blockages in 
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passages in the body in the medical field of percutaneous 
translumin angioplasty for forming peripheral blood 
vessels, coronary arteries, and valves. 
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What Is Claimftfl Ts 



1. A balloon catheter comprising a balloon and a 
plurality of tubular members, 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and the outer 
surface of said first tubular member are fused 
concentrically in the vicinity of the distal end of said 
catheter; and 

wherein a Shore hardness of a material configuring 
the outermost surface of at least that portion of said 
first tubular member where said balloon is fused is lower 
than the Shore hardness of a material configuring said 
balloon. 

2. A balloon catheter comprising a balloon and a 
plurality of tubular members ; 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and the outer 
surface of said first tubular member are fused 
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concentrically in the vicinity of the distal end of said 
catheter; and 

wherein flexural modulus of a material configuring 
the outermost surface of at least that portion of said 
first tubular member where said balloon is fused is lower 
than the flexural modulus of a material configuring said 
balloon . 

3. A balloon catheter comprising a balloon and a 
plurality of tubular members, 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and the outer 
surface of said first tubular member are fused 
concentrically in the vicinity of the distal end of said 
catheter; and 

wherein melting point of a material configuring the 
outermost surface of at least that portion of said first 
tubular member where said balloon is fused is lower than 
the melting point of a material configuring said balloon. 

4. The balloon catheter according to any one of 
claims 1 to 3, wherein said balloon is made from a 
polyester elastomer material, and the outermost surface 
of at least that portion of said first tubular member 
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where the balloon is fused is made from a polyester 
elastomer material. 

5. The balloon catheter according to any one of 
claims 1 to 3, wherein said balloon is made from a 
polyamide elastomer material; and the outermost surface 
of at least that portion of said first tubular member 
where the balloon is fused is made from a polyamide 
elastomer material. 

6. A balloon catheter comprising a balloon and a 
plurality of tubular members, 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and outer 
surface of said first tubular member are secured 
concentrically in the vicinity of the distal end of said 
catheter, 

wherein said securing is done by thermally fusing 
said balloon and a material miscible with said first 
tubular member, or said balloon and a material that 
chemically reacts with said first tubular member, as a 
direct securing layer, or as at least one layer when 
securing portion is made multi-layer; and 
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wherein Shore hardness of a material configuring the 
layer adjacent to said balloon is lower than the Shore 
hardness of a material configuring said balloon . 

7. A balloon catheter comprising a balloon and a 
plurality of tubular members, 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and outer 
surface of said first tubular member are secured 
concentrically in the vicinity of the distal end of said 
catheter; 

wherein said securing is done by thermally fusing 
said balloon and a material miscible with said first 
tubular member, or said balloon and a material that 
chemically reacts with said first tubular member, as a 
direct securing layer, or as at least one layer when 
securing portion is made multi-layer; and 

wherein flexural modulus of a material configuring 
the layer adjacent to said balloon is lower than the 
flexural modulus of a material configuring said balloon. 

8 . A balloon catheter comprising a balloon and a 
plurality of tubular members, 

wherein said balloon catheter has a structure in 
which a first tubular member having as one purpose 
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thereof to allow a slidable guide wire to pass through 
the interior thereof is deployed passing through the 
interior of said balloon, and said balloon and outer 
surface of said first tubular member are secured 
concentrically in the vicinity of the distal end of said 
catheter; 

wherein said securing is done by thermally fusing 
said balloon and a material miscible with said first 
tubular member, or said balloon and a material that 
chemically reacts with said first tubular member, as a 
direct securing layer, or as at least one layer when 
securing portion is made multi-layer; and 

wherein melting point of a material configuring the 
layer adjacent to said balloon is lower than the melting 
point of a material configuring said balloon. 

9. The balloon catheter according to any one of 
claims 6 to 8 , wherein said balloon is made from a 
polyester elastomer material; and the material 
configuring the layer of said first tubular member 
adjacent to said balloon is made from a polyester 
elastomer material. 

10. The balloon catheter according to any one of 
claims 6 to 8, wherein said balloon is made from a 
polyester elastomer material; and the material 
configuring the layer of said first tubular member 
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adjacent to said balloon is made from a polyamide 
elastomer material. 

11. The balloon catheter according to claim 4, 5, 9, 
or 10, wherein said polyester elastomer material or said 
polyamide elastomer material has a hard segment and a 
soft segment in its molecule; and ratio of soft segment 
in the material configuring said balloon is adjusted to 
be less than the ratio of soft segment in the material 
configuring the outermost surface of said first tubular 
member or the material configuring the layer thereof 
adjacent to said balloon. 

12. The balloon catheter according to claim 11, 
wherein: said polyester elastomer material is a polyester 
elastomer having a hard segment and a soft segment in its 
molecule; and ratio of said soft segment is adjusted to 
be larger than 13%. 

13. The balloon catheter according to claim 11, 
wherein said polyamide elastomer material is a polyamide 
elastomer having a hard segment and a soft segment in its 
molecule; and the ratio of said soft segment is adjusted 
to be larger than 14%. 

14. The balloon catheter according to any one of 
claims 1 to 13, wherein the innermost surface of said 
first tubular member is configured from a high-density 
polyethylene . 



92 



15. The balloon catheter according to claim 14, 
wherein said first tubular member exhibits a mult i- layer 
structure having two or more layers; the outermost 
surface thereof is configured from a polyamide elastomer 
or polyester elastomer; the innermost surface thereof is 
configured from a high-density polyethylene; and one or 
more binder layers are present between the outermost 
surface layer and the innermost surface layer. 

16. The balloon catheter according to any one of 
claims 1 to 15, wherein said balloon is made from a 
polymer blend material of a fist polymer component and a 
second polymer component that are each thermoplastic 
elastomers having a hard segment and a soft segment; said 
first polymer component has a higher Shore hardness than 
said second polymer component; and both said first 
polymer component and said second polymer component are 
thermoplastic elastomers having hard segments with same 
repeating unit structure and soft segments with same 
repeating unit structure. 

17. The balloon catheter according to claim 16, 
wherein Shore hardness of said first polymer component is 
D70 or greater, and Shore hardness of said second polymer 
component is less than D70. 

18. The balloon catheter according to claim 16 or 
17, wherein said first polymer component and said second 
polymer component are polyester elastomers . 
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19. The balloon catheter according to claim 16 or 
17, wherein said first polymer component and said second 
polymer component are polyamide elastomers . 

20. The balloon catheter according to any one of 
claims 16 to 19, wherein said first polymer component (A) 
and said second polymer component (B) are blended in a 
weight ratio of (A)/(B) = 98/2 to 10/90. 

21. The balloon catheter according to any one of 
claims 1 to 20, wherein said first tubular member is 
deployed to pass through the interior of said balloon, 
and the balloon catheter has such structure that said 
balloon and the outer surface of said first tubular 
member are concentrically fused near the distal end of 
said catheter; and a second tubular member configuring 
the outer surface of said catheter is made from a 
material that can be fused with said balloon, and is 
deployed and connected on the proximal side of said 
balloon. 

22. The balloon catheter according to claim 21, 
wherein said balloon has a straight tube part; proximal- 
side and distal-side tapered parts, whose diameters 
gradually narrow, adjacent to either end of said straight 
tube part; and proximal-side and distal-side sleeve parts 
adjacent to the opposite ends of said tapered parts; at 
least one of said distal-side sleeve part and said 
proximal- side sleeve part has a shape such that part of 
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the taper start position adjacent to that sleeve part is 
shifted in longitudinal axial direction; the inner 
surface of that distal- side sleeve and the outer surface 
of said first tubular member are joined together; and 
said proximal- side sleeve part and the end of said second 
tubular member are joined together. 

23. The balloon catheter according to claim 22, 
wherein the shift in longitudinal axis direction of said 
taper start position adjacent to said sleeve part is 
adjusted within a range of 0.3 mm to 10.0 mm. 

24. The balloon catheter according to claim 21, 
wherein said balloon has a straight tube part; proximal - 
side and distal-side tapered parts, whose diameters 
gradually narrow, adjacent to either end of said straight 
tube part, and proximal- side and distal- side sleeve parts 
adjacent to the opposite ends of said tapered parts; the 
angle of inclination of said tapered part in at least one 
of said distal-side tapered part and said proximal-side 
tapered part is made to vary around the circumferential 
direction; the inner surface of said distal- side sleeve 
and the outer surface of said first tubular member are 
joined together; and said proximal- side sleeve part and 
the end of said second tubular member part are joined 
together . 

25. The balloon catheter according to claim 24, 
wherein difference between the maximum and minimum values 
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of said angle of inclination is adjusted, within a range 
of 2° to 30°. 

26. The balloon catheter according to any one of 
claims 22 to 26, wherein length of said straight tube 
part in longitudinal axis direction is adjusted within a 
range of 8 mm to 80 mm. 

27. The balloon catheter according to any one of 
claims 1 to 26, wherein said balloon catheter is a rapid 
exchange type balloon catheter having a structure in 
which the proximal end of said first tubular member is 
opened midway along the catheter shaft . 

28 . The balloon catheter according to any one of 
claims 1 to 27, wherein the leading end part of said 
balloon catheter comprising said balloon is protected by 
a protective device comprising a protective pipe part for 
protectively covering said leading end part comprising 
said balloon, and a coupling adapter for coupling with a 
flushing fluid supplying instrument so as to be freely 
detachable. 

29. The balloon catheter according to claim 28, 
wherein said coupling adapter is provided with a coupling 
port in which the barrel end of a hypodermic syringe that 
is a flushing fluid supplying instrument is inserted and 
held so as to be freely detachable. 

30. The balloon catheter according to claim 28, 
wherein said coupling adapter comprises a Luer taper lock 
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fitting connector for coupling to a flushing fluid 
supplying instrument. 

31. The balloon catheter according to claim 28, 
wherein said coupling adapter is provided with a coupling 
port in which a hypodermic needle holding member is 
inserted and held so as to be freely detachable. 



97 



09/980979 



1/28 

Fig.l 




3/28 

Fig. 3 





19(22) 



09/ 980979 



5/28 

Fig. 5 




09/ 9809/9 

6/28 

Fig. 6 




7/28 

Fig. 7 




8/28 

Fig. 8 




Oy/ 980979 



9/28 

Fig. 9 



EMBODIMENT 5 



0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 

INFLATION PRESSURE {atm) 



09/ 980979 



10/28 

Fig. 10 



EMBODIMENT 6 







































































































































































































































































































































































































































































































/ 



























































































































































0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 

INFLATION PRESSURE (atm) 



09/ 5^c^' 



11/28 

Fig. 11 



EMBODIMENT 7 




1 2 



3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 

INFLATION PRESSURE {atm) 



12/28 

Fig. 12 



EMBODIMENT 

































































































































































































































































































































































































































































7 






































/ 





























































































































































INFLATION PRESSURE (atm) 



09/980979 



13/28 

Fig. 13 



















































































































































/ 














































































































; 


/ 












































































/ 






































/ 












































































/ 


1 






















pa 
































— • — EXAMPLE 6 








y 




















I 


ZXA 


MP 


LE 


X VI 

7 








/ 













































































2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 

INFLATION PRESSURE (atm) 



09/980979 



14/28 

Fig. 14 




012345678 

INFLATION 



9 10 11 12 13 14 15 16 17 18 19 20 

PRESSURE (atm) 



09/ 900 979 



15/28 

Fig. 15 









































































I 






































/ 


















































































































































































































































































































































/ 




































7 


















• — EXAMPLE 8 




























C 
E 


OM 
XAI 


PAF 


J^TIVE ■ 
E 9 



















































































0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 

INFLATION PRESSURE (atm) 



16/28 

Fig. 16 




09/980979 



17/28 

Fig. 17 




;~4o 



09/ 9809/9 



18/28 

Fig. 19 




Fig. 20 




40 



19/28 

Fig. 21 




20/28 

Fig. 22 




21/28 

Fig. 23 




22/28 

Fig. 24 




UM66 0 



Uy/ 980979 

23/28 

Fig. 25 



(a) 




(b) 




09/ 980979 

24/28 

Fig. 26 




25/28 

Fig. 27 




Oy/ 980979 

26/28 
Fig. 28 




0'^/ 980979 

27/28 

Fig. 29 




28/28 
Fig. 30 




ic Paperwork Red 



jn Act of IS95. no perwn. ar* . 



.ti fcr u« lhrou(f. 9 30 9g QMS 06Sl-CCjr 
ri Oflie. US DEPARTMENT OF COMMERCE 



Attorney's Ref. No. 



Declaration and Power of Attorney For Patent Application 
Japanese Language Declaration 



As 1 below named 



I hereby declare that. 



Seii. T<B©a<^)KS®ai;SSlS?*Xfeii My residence, post office address a 
^ "^^ next to my name. 



lenship are as stated 



I believe I am the oripna(. first and sole mventor (rf onty one name 
is listed below) or an original, first and joint inventor (if plural 
names are listed below) of the subject matter which is claimed 
and for which a patent is sought on the invention entftled 



Balloon Catheter 



±8e«Bfl0^^fi {TSSC041-C xeii>sot>TliJ5:l>«^tt, %^ the specification of which is attached hereto unless the follow.ni 



box is checked: 



□ was filed on May 11, 2000 

as United States Application Number or 

PCT International Application Number PCT/JPOO/03005 

and was amended on 

(if applicable). 



«r-ISmJ5H^&tr±l2sIE^O?geS£«S?I L. f*lS^ l hereby state that I have reviewed and 



understand the contents 
of the above identified specification, including the claims, i 
amended by any amendment referred to above 



©it. 



) acknowledge the dirty to disclose information which is material 
to patentability at defined in Title 37. Code of Federal 
Regulations. Section 1.56. 



Burden Hour Statement: Thi. form is estimated to take 0 i ho«rs lo t^mplete. Time will vary dependinf upon the need* , 
'^^""1^ 1" of time you are required to complete this form should be sent to the Chief Information Offin 

Office. Waihinpton. DC 20231. DO NOT SEND FEES OR CO.MPLETED FOR.MS TO THIS ADDRESS. SEND TO- Con 
Trademarks. Wjishinirton. DC 20231. 



individual case. .Anv 
Lent and Trademark 
oner of Patenu and 



Japanese Language Declaration 

(B*l§asS) 



m. *@£«S3 5«1 1 9S <a)-(d)«Xil3 6 5^(b) 



Prior ForeiiTi Application(s) 



I hereby cliim foreign priority under TItte 35. United SUtes Cocr 
Section tl9 {»Hd) or 365(b) of any foreign spplic«tion(s} for 
patent or inventor's certificate, or 365(a) of any PCT 
International application which designated at least one country 
other than the United States. . listed betew and have also 
identified bebw. by checking the box. any foreign application for 
patent or inventor s certificate, or PCT International application 
having a filing date before that of the application=on which priority 
is claimed. 

Priority Not Claimed 



Hll(1999)-129682 
(Mumber) 

Hll(1999)-136636 
(Number) 



(Country) 



(Country) 
(CSS) 



11/05/99 

(Day/Month/Year Filed) 
(tbW^MB) 



(Day/Month/Year Filed) 



□ 
□ 



1 hereby claim the benefit under Title 35. United States Code 
Section 1 1 9 (e) of any United States provisional application(s) 
listed below. 



(Application No.) 



(f aing Date) 
(iti®B) 



(Application No.) 
(ffiSRSf) 



(Filing Date) 



I hereby claim the benefit under Title 35. United States Code. 
Section 120 of any United States applications), or 365 (c) of any 
PCT International application designating the United States, 
listed below and. insofar as the subject matter of each of the 
claims of this application is not disclosed in the prior United 
States or PCT International application in the manner provided 
by the first paragraph of Title 35. United States pode. Section 
112. I acknowledge the duty to disclose information which is 
material to patentability as defined in Title 37. Code of Federal 
Regulations. Section 1.56 which became available between the 
filing date of the prior application and the national or PCT 
International filing date of application: 



(Application No.) (Filing Date) 



(Application No.) (Filing Date) 

(fijBSSt) CaitlB) 

nxg> 5 . t'oa*sA# Ltz»mt%.<D^ u s t c ^ ir $-3 < 

m&Uii:tm^(Dn^ti^m'£n9i 1 8 «g 1 0 0 1 ^(zm-i 

Fi^ttzAmm, i>L<a^(owimzi.t>!si,miMzt. 

tXi0)Ji-iUR%lzXi,i£ttter>iemi:nUAa. iUWiLrz.' X.tt 
etiz}!f-^Si:.rzi^tf<0^9Hi1^9it)tiiZti!S.XL. X.OXZZ 



(Status: Patented. Pending. Abandoned) 



(Status: Patented. Pending. Abandoned) 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information 
and belief are believed to be true: and further that these 
statements were made with the knowledge that willful false 
statements and Oie like so made are punishable by fine or 
imprisonment or both, under Section 1001 of Title 18 of the 
United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued 
thereon 



Page 2 of 7 



Urxi.r the Paperwork Reduction Act of 1 995. n 



PTO SB I06(S-9t 
Approved for use Ihrouth 9 30 98 0MB 065 ) -Cc:: 
PjUnt »ni Trademarli Office- U S, DEPARTMENT OF COMMERCE 
llectiort of infbftnetion unl««« rt ditolayt • v*M 0MB conUoi nur-ae" 



Japanese Language Declaration 



ati. «iaii«S35ai 19^ (a)-(d)SXI13 6 SS^tb) 



Prior Foreifn Apptication(s) 
Jt-BT-roSffJiiBI 

Hll(1999)-207231 
(Number) 

Hll(1999)-262928 
((^lumber) 
(St) 



I hereby cliim foreign priority under Title 35. United States Cod; 
Section 1)9 UHd) or 365(b) of any foreign applic«tion(s} for 
patent or inventor* certificate, or 365(a) of any PCT 
Intemationil application which designated at least one country 
other than the United States, listed below and have also 
"identified below, by checking the box. any foreign application 
patent or inventorj certiricate. or PCT International applical 
having a filmg date before that of the application oo which priority 
Is claimed. 

Priority Not Claimed 



(Country) 
(Country) 



22/07/99 

(Day/Month/Year Filed) 



(Day/Month/Year Filed) 



□ 
□ 



I hereby claim the benefit under Title 35. United States Code 
Section tJ9 (e) of any United States provisional app(icalion(s) 
listed below. 



(Afjpiication No.) (Filing Date) 

(ililBS^) (ffiSSB) 

S&(c)i:5-3<lt?.i5:CClz$5SL^t. St. *ai!!ScQSill3eia 



(Application No.) (Filing Date) 

(i±J8SSf) (iHSIB) 
1 hereby claim the benefit under Title 35. United States Code. 
Section 1 20 of any United States application(s). or 355 (c) of any 
PCT International application designating the United States, 
listed below and. insofar as the subject matter of each of the 
claims of this application is not disclosed in the prior United 
States or PCT International application in the manner provided 
by the first paragraph of Title 35. United States Code, Section 
1 1 2. I acknowledge the duty to disclose information which is 
material to patentability as defined in Title 37. Code of Federal 
Regulations. Section 1.56 which became available between the 
filing date of 1h« prior application and the national or PCT 
International filing date of application: 



(Application No ) 
(i±^«S^?) 



(Filing Date) 
(ifiSIB) 



(Status: Patented. Pending, Abandoned) 



(Application No.) (Filing Date) 

(iUffllS^) (ibBIB) 



(Status: Patented. Pending. Abandoned) 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information 
and belief are believed to be true: and further that these 
statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or 
imprisonment or both, under Section 100) of Title 18 of the 
United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued 
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PATENT 
83363.0002 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 
KoheiFUKAYAet al. 
Serial No: 09/980,979 
Filed: November 2, 2001 



Art Unit: Not assigned 



Examiner: Not assigned 



i hereby certify that this correspondence 
is being deposited with the United States 
Postal Service with sufficient postage as 
first class mail in an envelope addressed 
to: 



For: BALLOON CATHETER 



ASSOCIATE POWER OF ATTORNEY 
(37 C.F.R. § 1.34) 



Box PCT 

Commissioner for Patents 
Washington, D.C. 20231 




Commissioner for Patents 
Washington D.C. 20231, on 

February 21. 2002 

Date of Deposit 

Gary Chernvavsl<v ^ y 



Dear Sir: 



Please recognize the following as my associate attorneys in the above-entitled 
application: 

STUART LUBITZ, Reg. No. 20.680 ; JOHN P. SCHERLACHER, Reg. No. 23,009; ALFRED A. D'ANDREA, JR., 
Reg. No. 27.752: WILLIAM J KXJBIBA, Reg.No. 29,66 4; MATTHEW BAILEY, Reg. No. 33,829; STUART T. 
LANGLEY, Reg. No. 33.940: CAROL W. BURTON, Reg. No. 3JJS5; STEVEN C. PETERSEN, Reg. No. 36,22 8; 
WILLIAM H. WRIGHT, Reg. No. MM2; MICHAEL L. CRAPENHOFT, Reg. No. 3JM5; DAVID LUBITZ, Reg. 
No. 38,229; WEI-NING YANG, Reg. No. 3&m; CELINE CROWSON, Reg. No. 40rM7; STERLONR. MASON, 
Reg. NS7?II79: SARAHS. O'ROURKE, Reg. No. 41,22 6; LAWRENCE J. McCLURE, Reg. No. 4^8; WEI-FU 
HSU, Reg. No. 45J23;ERINP. MADILL, Reg. No. 46.89 3: BRIAN D. MARTIN, Reg. No. J7J71; KENTON B. 
ABEL, Reg. No. 49,051.; DAVID BEN-MEIR, Reg. No. 46.152: YING CHEN, Reg. No. P-50,193; ANTHONY J. 
ORLER, Reg. No. 4JJ3S 

Please associate this case with this firm's customer number: 



H Customer Number [o0002602l] 




26021 



PATENT TRADEMARK OFHCE 



Respectfully submitted, 



Date: February 21, 2002 



500 South Grand Avenue, Suite 1900 
Los Angeles, California 90071 
Phone: 213-337-6700 
Fax: 213-337-6701 




\\\LA- 83363/2-) 



uctionActof «SS5. r 



'« reguircd ta rctoond to celiveMn o 



Japanese Language Declaration 

mii^: fili, TISO«65S#i: LT. *iiii|{-Hr^.-W©#IS POWER OF ATTORNEY; A* a n«med inventor. I hereby »ppo.nt 

$$:*^?fFR5fS^ir?f LTiairfT4*fii±S rctlf^iSAi: LT. T followinj «ttomey(s) tnd/or agentU) to prosecute thrs jppirci',o) 

JHCOffSliaU/iLSr, {#a±. $r^UftaA®S«SIffia ,^ .« bu.ine.. in the P.tent and Tr.dem.ri, Off.c, 

C% Sr^SHO v_ i: ) connected therewith, ("list name and regisViiion number) 

STU.AET LUBITZ. Reg. No 20.680. LOUIS A. MOK. Reg No. 22.585, JOHN P 
SCHERL.A.CHER. Reg No. 23.009: VVILLlA-M H WRIGHT. Reg No. 36.312. 
DAVID LUBITZ. Reg No. 38.229. WXI-NING YANG. Reg. No. 38,690: ALFRED A. = 

D'ANTDREA. JR., Reg. No. 27.752: WILLIAM J. KUBIDA. Reg No. 29.664. 
STUART T. LANGLEY, Reg No. 33.940; MICHAEL BYORICK Reg. No. 34,131. 
CAROL W BURTON. Reg. No. 35,465. STEVEN C. PETERSON, Reg. No. 36,238; 
STEN'EN K BARTON. Reg. No. 36,445: SARAH S. O'ROURKE. Reg. No. 41.226. E. 
MATTHEW G. DYOR. Reg. No. 42.278, 



HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 
Los Angeles, CA 9 0071 



HOGAN & HARTSON 
213-337-6700 



Send Correspondence to' 

HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 
Los Angeles, CA 90071 



Direct Telephone Call* to: (name and telephone number) 

HOGAN & HARTSON 
213-337-6700 







Full name of seventh joint inventor, i/ any 




Bit 


Seventh inventor's signature Date 






Residence 

. Japan 






Citizenship 
Japan 






Post Office Address 








Full name of eighth joint inventor, if any 




Bit 


Eighth inventor's signature Date 






Residence 

, Japan 






Citizenship 
Japan 



Post Office Address 



'(IKil.eii*<0*^?6?^#tr OV t I5I«CEIE L , S*-*- 2.C t ) (S"^PPty sunUar information and signature for nineth and subsequent 

joint inventors.) 
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Japanese Language Declaration 

sets : tiii. TtiOaS^^t IX. titaWZKT i-W<D^Wl POWER OF ATTORNEY: As a n*med inventor. 1 hereby appo.nt tht 

S^:*«««t?«tr« trafxr i#5±S Zittf^SAt UT. T Wfowing »nomey{s) «nd/or »gent{$) to prosecute this .pphcii.o'- 
S2©tSfi$iOrrLSt. {#a±. Sr-JlftSACDKSSl/ea t,,„„ct .H bu.ines, in the P.tent .nd Tr.dem.rV Off.ce 

S^S:^S2ff.i ^ t ) connected therewith ^//sr ntme tnd regntrttion number) 

I 5J STUART LtTBITZ. Reg. No. 20.680. LOUIS A MOK Reg No 535 JOHV P 

SCHERL^CHER. Reg. Ko-:im9: WILLIAM H WWGHT l^o 36 3r 
n .v^;?l^ff^^^°--^^'^'^'-^'^^'<^^'^^^^ ^'^ 38.690. ALFRED A 
.■rB f^J'^^ ■ WILLIAM J KL-BIDARiTKo. 29 664 

STL ART T. LANGLEY. Reg. N03.94Q. MICHAEL BYORICK. Reg-v^ 13) 
CAROL W BLTRTON. Reg. No. 35l65. STE\-EX C PETERSON Reg NolUs 
STE%-EN K, BARTON. Reg. No.Ji:^: SARAH S, O'ROL-^ Reg No ^1 
MATTHEWgT)YOR Reg Kn .43.^78 -U-^Sj^i. 



HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 
Los Angeles, CA 90071 

HOGAN & HARTSON 
213-337-6700 



Send Correspondence to; 

HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 

Los Angeles. CA 90071 

Direct Telephone Cilfs to: (ntme tnd telephone number) 

HOGAN & PLA.RTSON 
213-337-6700 -' 







Full name of sole or first inventor 

Kohei FUKAYA 






InvMtprVsignaturej? Date 


B:t:S. 




Residerwe 5-5-31-102, Tot4feaimshi, Settsu-shi, 
Osaka 566-0072 (jp\^ . Japan 






Citizenship 
Japan 






Post Office Address 

5-5-31-102, Torikainishi, Settsu-shi, Osaka 
566-0072 Japan 






^l^-QCy of second joint inventor, if »ny 

Takuii NISHIDE 






Second inventor s signature Date 






Residence 5-2-23, Torikainishi, Settsu-shi, 

Osaka 566-0072 J-p^ .Japan 


mm 




Citizenship 
Japan 






Post Office Address 

5-2-23, Torikainishi, Settsu-shi, Osaka 
566-0072 Japan 








(Supply similar information and signature for third and subsequent 
joint inventors.) 
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Approved for u<< throuth 9 30 SS OUB 065 1 -OC22 
PiUnt ini Tr»dim«rk Office US DEPARTMENT Of COWWCSCE 

Japanese Language Declaration 

(B^limSS) 

Set»t: liU, T?2iD*£?3Si:LT. *i±}0(CHr4-t5£^¥l35 POWER OF ATTORNEY- As j named inventor, l hereby jppo.nt t-f 
i«:*«»?5«^|-?J LT3fTi-4#S±i3ittrtJIAfc UT. T following .ttomey(s) and/or afent(s) to prosecute this apphcat.o- 
»%tmifo''li'^'^' S^lflttJSAfflRSSlffia ,^ tr.r«.ct .11 business in the Patent and Trademark Off.cc 

' *" connected therewith {list name »nd registrttion number) 

STUAKT LUBITZ. Reg No. 20.680: LOUIS A. MOK. Reg. No. 22.585 JOHN P 
SCHERLACHER. Reg No. 23.009. WILLLAM H. WRIGHT. Reg No 36 SI" 
DA\1D LUBITZ. Reg No 38.229. WEI-NING YANG. Reg. No 38 690 ALFRED A 

D'.ANTREA. JR . Reg. No. 27.752: WILLLAM J. KLTBIDA. Reg No 29 664 
STUART T. LANGLEY. Reg. No 33.940. MICHAEL BYORICK. Reg No 34 131 
CAROL W. BLUTON. Reg. Xo 35.465. STE\T:N C. PETERSON. Reg No 36 "38 
STEN-ENK. BARTON. Reg No 36.445. SARAH S C'ROL-RKE Reg No 41 ^"S E 
.\UTTHEW G DYOR. Reg No. 42.278. 



SSRiSft j£ : Send Correspondence to; 

HOGAN & HARTSON L.L.P. HOGAN & HARTSON L.L.P. 

Biltmore Tower Biitmore Tower 

500 S. Grand Ave. Ste. 1900 500 S. Grand Ave. Ste. 1900 

Los Angeles, OA 90071 Los Angeles, CA 90071 

lflfS«aa« t : ( S fiSU<JSSt ) Direct Telephone Calls to: (name and telephone number) 

HOGAN «& HARTSON HOGAN & HARTSON 

213-337-6700 213-337-6700 



IK.=.*|3!I6?^# 3 Full name of third joint inventor, if any ■ 

Ryoji NAKANO 



SI:=.*15I36?^l-0^* Bft Third inventor's signature 



Residence 5-2-23, Torikainishi, Settsu-shi. Osaka 



B:*:S. 



566-0072 . Japan ,TPX 



Citizenship 
Japan 



Post Office Address 

5-2-23, Torikainishi, Settsu-shi, Osaka 566-0072 



14-00 P"" nanie of fourth joint inventor, if any 

.Hiromi MAEDA 



Residence 20-61, Shibanohigashi, Gokasho, Uji-shi, 



j^:oto611-0011 J-p^ .Japan 



Citizenship 

Post Office Address 

20-61, Shibanohigashi, Gokasho, Uji-shi, Kyoto 
611-0011 Japan 



I (JBS«»©*|Sl«B^#(;ol, ^T L . f 4 1 1 ) <^"PP'y ^'"^ information and signature for filth and subsequent 

joint inventors.) 
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iltt' fl| PTO SB 1C6 .6-96 

"W Aoorov.li for ui. Uw-oui« S 30. SB 0MB 0651-OC:; 

Pjtent and Tr»dem»rti Oflie*. U S DEPARTMENT Of COMMERCE 
Undar th-i Paoemork Reducbon Act ef I99S. fw peruns ar* required te reiesnd ts esllaetion af (nfamutjon unlcis it ditoiayi a valid 0MB control nunixr 

Japanese Language Declaration 

(B*limiS) 



POWER OF ATTORNEY As a named rnventor. I hereby appoint tr.e 
followinf *ttomey(s) and/or «gent(*) to prosecute Xhis application 
and transact all business in the Patent and Trademark Office 
connected therewith. O'St n*me and registration number) 



STUART LUBITZ. Reg Ko 20.680. LOOS A MOK. Reg. No 22.585 JOHN P 
SCHERLACHER. Reg No 23.009. WILLL^M H WRIGHT. Reg No 36 312. 
DA\TD LUBITZ. Reg No 38.229; WEI-NING YANG, Reg No 38.690. ALFRED A 

D'ANTDREA JR.. Reg No. 27.752. WILLIAM J KL'BIDA. Reg No 29.664. 
STUART T. LANGLEY. Reg. No 33.940. MICHAEL BYORICK Reg No 34.131. 
CAROL W. BURTON. Reg. No. 35,465. STE\TEN C. PETERSON. Reg No 36 238 
STE\'EN K. BARTON. Reg. No 36.445. SAR.AH S O'ROURKE. Reg No 41.226. E 
M.ATTHEW G DYOR. Reg No 42,278. 



HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 
Los Angeles, CA 90071 



HOGAN & HARTSON 
213-337-6700 



Send Correspondence to: 

HOGAN & HARTSON L.L.P. 

Biltmore Tower 
500 S. Grand Ave. Ste. 1900 
Los Angeles, CA 90071 

Direct Telephone Calls to: (name and telephone number) 

HOGAN & HARTSON 
213-337-6700 





^-^^^ Full name of fifth joint inventor. If any 

Shogo MIKI 






Fifthin^ntor's swnatj^re Date 


am 

B:?:S. 




Residence A9-809, 2-8, Yamadanishi, Suita-shi, 
£laaka 565-0824 . Japan 






Citizenship 
Japan 






Post Office Address 

A9-809, 2-8, Yamadanishi, Suita-shi, Osaka 
565-0824 Japan 








Full name of sixth joint inventor, if any 






Sixth inventor's signature Date 






Residence 


Sii 




Citizenship 
Japan 






Post Office Address 








t ) (^"PPly similar information and signahire for seventh and subsequent 
joint inventors.) 
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